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About the Authors 


All but one of the articles in this 
February Journal are derived from 
papers presented at the 1956 meeting 
of the New York State Bar Associa- 
tion’s Section on Food, Drug and Cos- 
metic Law. Among the distinguished 
speakers whose papers appear are: 
Bradshaw Mintener, Assistant United 
States Secretary of Health, Education, 
and Welfare; John L, Harvey, Deputy 
Commissioner of Food and Drugs; 
William W. Goodrich, Assistant Gen- 
Counsel, United States Depart- 
Health, Education, and Wel- 


eral 
ment of 


fare; William Horwitz, Chief, Cereal 
and Animal Products Branch, Division 
of Food, Food and Drug Administra- 
tion; Jerome Trichter, Assistant Com- 
missioner of Health, City of New York; 
Carl R. Miller, Member, Le Forgee, 
Samuels & Miller, Decatur, Illinois; 
R. T. Stormont, M. D., Director, Divi- 
sion of Councils on Therapy and Re- 
search, American Medical Association. 

Also in this issue is George P. Lar- 
rick’s “Half a Century of Cooperation,” 
which the Commissioner of Food and 
Drugs delivered before the annual con- 
vention of the National Canners Asso- 
ciation at Atlantic City on January 20. 


Meeting of Food and Drug Men 


Two resolutions adopted by the Sec- 
tion on Drug and Cosmetic 
Law, New York State Bar Association, 
at its recent annual meeting follow, in 
full text: 

(1) “RESOLVED: That this Sec- 
tion record its endorsement and vigor- 
ously urge the prompt passage of House 
Concurrent Resolution 204 authorizing and 
requesting the issuance by the President 
of the United States of a proclamation 
designating the week beginning June 24, 


Food, 


1956, as National Pure Food, Drug, and 
Cosmetic Laws Week, in commemoration 
of the Fiftieth 
tional pure food, drug, and cosmetic law.” 

(2) “RESOLVED: That this Section 
endorses the recommendation of the Citi- 
zens Advisory Committee that new and 
appropriate quarters be erected for the 
Food and Drug Administration and urges 
upon the General Services Administrator 
the prompt implementation of that recom- 
mendation.” 


Anniversary of our na- 


Among the speakers at the Eleventh Annual Meeting of the Section on Food, 
Drug and Cosmetic Law of the New York State Bar Association, in New York 


City, on January 25, 1956, were the above representatives of government and o/ 


¢ 


the legal profession. They are, from left to right: Carl R. Miller, William Hor- 
witz, Bradshaw Mintener, Charles Wesley Dunn, John L. Harvey, William W. 
Goodrich, H. Thomas Austern and Jerome Trichter. The meeting honored the 
fiftieth anniversary of the basic national pure food, drug and cosmetic law, as 
enacted by the original 1906 Federal Food and Drugs Act and the succeeding 
1938 Federal Food, Drug, and Cosmetic Act. 
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Food and Drug Protection 


By BRADSHAW MINTENER 


What Mr. Mintener Considers to Be “the Beginning of a New Era in Con- 
sumer Protection"’ Is Discussed in This Paper, Read at the Eleventh Annual 
Meeting of the Section on Food, Drug and Cosmetic Law of the New York 
State Bar Association, Which Was Held in New York City January 25, 1956 


R. CHAIRMAN and Fellow Members of the Section: 

We are standing today at the beginning of what I believe will 
be a very significant year in the history of food and drug protection 
in our country. It is not only an anniversary year—marking a half 
century since President Theodore Roosevelt signed the original Wiley 
pure food and drug act—but also a year which may mark a turning 
point in the administration of our federal food and drug law of today. 


All of you know what a deep interest and concern I have for the 
progress of the Food and Drug Administration. You also know that 
was one of my principal reasons for leaving my job as general counsel 
of Pillsbury Mills and taking a government post in Washington at the 
request of President Eisenhower. Frankly, | wanted to see what I 
could do to strengthen this vital function of our government. 

Today I would like to point out why I think a turning point has 
been reached. I also want to make clear that we have only reached 
another new beginning, and that much remains to be done before we 
reach the goal of truly effective food and drug protection, adequate to 
meet the challenge of present and on-coming problems in this field. 
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The first definite indication of that turning point, in my opinion 
came last year when former Secretary Hobby appointed a citizens 
advisory committee to study the Food and Drug Administration. This 
was a blue-ribbon committee, composed of outstanding persons, includ- 
ing our distinguished chairman, Mr. Dunn, and others representing 
different walks of American life, including experts from the various 
regulated industries. The committee made its report on June 30, 1955. 
In its major recommendation, the committee said : 

The Committee is firmly of the opinion that ... the scope and complexity 
of the present enforcement and regulatory problems, if dealt with inadequately, 
constitute a threat to the health and the welfare of our citizens; and .. . that 


the resources of the FDA are woefully inadequate to discharge its present 
responsibilities. 


This committee found that food and drug protection under the 
federal act has for years been lagging behind the growth and progress 
being made by the food, drug and cosmetic industries. It found but 
little change in the size, scope and character of FDA’s general pattern 
of operations in the past 16 or 17 years—roughly since the enactment 
of the present law. During that period, there were reductions in budget 
and personnel. In the meantime the volume and variety of products 
and the complex job of food and drug protection have been growing 
by leaps and bounds. Only a high quality of administration on the 
part of FDA and a deep sense of responsibility on the part of industry 
leadership have prevented serious deterioration in the safety and qual- 
ity of our food, drug and cosmetic supply. 


Thanks especially to the efforts of the law-abiding majority of 
business firms, our foods, drugs and cosmetics have continued to im- 
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prove, but that does not correct the dangerous imbalance which now 
exists. And when I speak of this imbalance I am thinking particularly 
of the changing character of our food and drug supply, which is con- 
stantly presenting new problems for scientific study and which has 
created a huge backlog of important but unfinished business for FDA 
scientists. 


Trend to New “Convenience"’ Food Items 


Just last week I read in the New York Times an article on the 
changes which are taking place in the frozen-food industry. Consump- 
tion of such foods has risen from 17 pounds per person in 1949 to 45 
pounds per person in 1955, with a 10 per cent increase in just the past 
year. The fastest-growing items are the prepared foods, with frozen 
pies leading the way. This is only one aspect of the trend to “con- 
venience” foods. Recently, my good friend Mr. Paul S. Willis, President 
of the Grocery Manufacturers of America, reported that about one 
third of today’s grocery department sales involve items that did not 
exist 10 years ago or were sold only in token quantities. Leading the 
parade, he said, are the food products with “built-in” kitchen con- 
venience services. Similarly, in the drug field there is an unabating 
parade of new medical discoveries and products which have already 
caused a revolution in medical practice, and that revolution is continuing. 


In short, the progress of our food and drug industries has been 
creating new questions and problems of consumer protection much 
faster than the Administration can study and deal with them with its 
present facilities and resources. It is something like a tremendous 
increase in the traffic problem with no increase in the police force. 


Budgetary Recommendation of Citizens Advisory Committee 


The No. 1 budgetary recommendation of the citizens committee 
dealt with this problem in these terms: 


The FDA should: 

(1) Be provided with an increased annual operating budget to ensure pro- 
tection of the American consumer, to the point of a three to four-fold increase 
in a period of five to ten years. 

(2) Be provided in the first year with an increased annual operating budget 
of from 10 to 20 per cent over that for 1956. 


The committee made numerous detailed and constructive recom- 
mendations in regard to carrying out this expansion program. 
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This problem of the adequacy of food and drug protection was 
one of many problems which were faced when the Eisenhower Ad- 
ministration took office, and I am glad to say that this administration 
has made a consistent record of supporting and strengthening the food 
and drug laws. 


You will recall that when President Eisenhower took office, the 
factory-inspection authority in the law had just been declared un- 
enforceable by the Supreme Court. The emergency was recognized, 
and in his first state of the Union message to Congress the President 
called for prompt restoration of the authority to make these very 
necessary inspections. Congress amended the Act to authorize these 
inspections. 


In subsequent messages the President has repeatedly recommended 
the strengthening of food and drug law enforcement. 


President Eisenhower Notes Need for Stronger Enforcement 


In the budget message which just went to Congress on January 
16, President Eisenhower said: “As part of our policy of strengthening 
enforcement of the food and drug laws, I am recommending a substan- 
tial increase for the Food and Drug Administration.” 


Because I have heard some conflicting estimates of the amount of 
this increase, I think it would be worth while to talk for a few minutes 
about FDA’s budget. Few people outside the government and the 
press have ever seen a copy of the federal budget. It looks like the 
Manhattan phone book. FDA’s part of the budget takes less than two 
pages out of nearly 1200, not counting the supplement in which the 
President’s message itself is printed. Budgets are very dull things to 
look at unless one knows the story behind the figures. In the case of 
FDA, that story is indeed a fascinating one. 


Examination of Proposed Budget Increases 


To determine the amount of the proposed increase for FDA, a 
very generous one recommended by Secretary Folsom and approved 
by the Bureau of the Budget, one must allow for some nonrecurring 
items in the fiscal year 1956 which will not be included in 1957. The 
FDA budget also includes the funds for certification activities, amount- 
ing to over $1 million, which must be appropriated by the Congress, 
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although the money actually comes from fees charged to manufac- 
turers for these special testing services. 


To get an accurate basis of comparison, one should compare the 
funds which are earmarked for enforcement. The total amount appro- 
priated for FDA enforcement work in the 1955-1956 fiscal year ending 
in June was $5,784,000. That includes a special extra item of $300,000 
which was appropriated for enforcement against possible so-called 
black-market distribution of the Salk polio vaccine. That is a non- 
recurring item, since expanded production is expected virtually to 
eliminate the incentive for black-market operations. So far, no black- 
market operations have been found, I am happy to say. Thus the total 
1956 appropriation available for general enforcement work was $5,484,000, 
an increase of $384,000 over the previous year. 


The amount recommended by the President for fiscal 1957 is 
$6,779,000. But before you can subtract this year’s appropriation from 
next year’s estimate there is another factor which must be taken into 
account—namely, the general pay increase which was voted last year 
for all federal employees after the FDA appropriation was passed. So 
far as FDA is concerned, this will cost approximately $375,000 for 
the current fiscal year. This item may be offset by a proposed supple- 
mental appropriation as shown in the budget figures. But of course that 
is up to Congress. Currently it should be considered a debit item. 
Taking all deductions into consideration, including several other small 
nonrecurring items, the proposed increase for enforcement work in 
fiscal 1957 is a little over $1 million, or a 17 per cent increase over 
the amount for the fiscal year 1956 for regular, continuing operations 
under the Federal Food, Drug, and Cosmetic Act. 


That is a very substantial increase. You will recall that the 
citizens committee suggested an increase of 10 to 20 per cent in the 
first year of its recommended program of expansion. 


Other Side of the Coin—Increased Operation Expenses 
Of course, we have to bear in mind the increased costs which 
affect every kind of business, including government business. In addi- 
tion to the pay raise, the increase granted last year by Congress in 
the federal travel allowance from $9 per day to $12, has a considerable 
effect on FDA’s cost of operations. The decision that this should be 
absorbed by the various agencies was particularly hard on FDA, since 
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the inspectors spend on the average about 40 days each year in travel 
status. To a considerable extent, their work is proportional to the 
amount of travel they do. 


But notwithstanding this and other increased costs, the proposed 
increase will enable FDA to make a good start on its long-range 
expansion program. Of course, I cannot give you all the details, which 
must first be presented to the House Appropriations Committee. I can, 
however, pass on some information that was in the budget which you 
probably have not seen. 


In the brief explanatory text the budget contains this statement: 


A citizens’ advisory committee has made numerous recommendations for 
strengthening and improving the food and drug program. The 1957 budget pro- 
poses increases in the inspector staff and in related scientific, technical, and 
planning staffs to achieve greater consumer protection. This increase together 
with the increase provided in 1956 will result in a substantial increase in enforce- 
ment coverage as indicated in the workload data below: 

1955 actual I1956estimate 1957 estimate 


Establishments inspected 11,161 11,700 13,800 
Import lots inspected 24,151 26,000 29,500 


Samples collected 
for examination 29,947 36,500 44,000 


Laboratory analyses 
and other examinations 36,640 47,800 53,700 


This table’s estimated increases assume that the increased funds 
will be provided. The number of import lots inspected and the number 
of samples collected would be correspondingly increased. 


More Inspectors a Continuing Goal 


The increase in manpower is shown in the estimated number of 
permanent positions in FDA. In the current year, this is 891. Under 
the proposed budget it would be increased to 1,025, approximately the 
same number as were employed at the previous high point of FDA 
personnel, which occurred in 1952. As a result of a vigorous recruiting 
program in the early part of the present fiscal year, the number of 
inspectors was increased to number approximately 250 at the present 
time. Assuming that the new budget is adopted, we hope to have over 
300 inspectors by the end of the next fiscal year (June 30, 1957). 


The goal set by the citizens committee is 1,000 inspectors. This 
is not at all unreasonable. It is really a very conservative objective 
when you consider the size of the industries, the number of plants 
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and the volume of business involved. Just to get a better perspective, 
one might point out that the number of federal meat inspectors is 
approximately 3,000, for about 1,000 plants. Of course, that is a con- 
tinuous operation, but the volume of other foods—not to mention 
drugs and cosmetics—is very much greater. It is estimated that there 
are over 96,000 establishments doing a substantial interstate business 
in foods, drugs and cosmetics. If we can inspect 11,000 a year with 
250 inspectors, it is obvious that with 1,000 inspectors we might have 
a complete inspection of all plants about once every two years. At 
present it would take nine years to get around to all of them. 


In order to reach the goal set by the citizens committee, there will 
have to be a very substantial increase in FDA's facilities, both in 
Washington and in the field. I am glad to say that substantial progress 
is being made toward the goal, recommended by the citizens commit- 
tee, of a new office and laboratory-research building which will house 
the entire administrative and scientific personnel of the Washington 
headquarters staff. 


Preliminary planning is being done on the expansion of several 


of the district laboratories, as well as on an increase in the number of 
districts. Some of the districts need new and modern quarters. This 
is a very complex problem—to provide the right kind of facilities in 
the right locations for efficient coverage of the different industries in 
each territory. Traffic and special problems are similar to those en- 
countered by a business organization which has men calling on a large 
number of customers. 


The goal set by the citizens committee will require continuing 
interest on the part of all concerned—the Administration, the Con- 
gress, industry and the public. Fortunately, we have reached this 
turning point at a time when there is an appropriate opportunity to 
call attention to these needs and problems and to the goal set by the 
citizens committee. That opportunity is the observance this year of 
the fiftieth anniversary of the signing of the Wiley Act. 


The activities of this anniversary year began on January 11 at 
a luncheon in Washington. Last week the National Canners Associa- 
tion devoted the opening general session of their convention to a series 
of commemorative addresses. During the week of May 7 the Food and 
Drug Officials of the United States, at their annual convention in New 
York City, will give special attention to the anniversary. Our chair- 
man, Mr. Dunn, is arranging a significant one-day anniversary program 
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in Washington, to be held on June 27, at which he will! preside. Many 
other meetings and events are planned to take place throughout the year. 


Commemorative Stamp to Be Issued in June 


The Post Office Department has announced a commemorative 
stamp honoring Dr. Wiley, to be issued on June 27. Congressman 
J. Percy Priest, Chairman of the House Committee on Interstate and 
Foreign Commerce, has agreed to introduce a Congressional resolution 
calling on the President to issue a proclamation. The Smithsonian 
Institution will have a historical exhibit. 


All these activities will have a definite objective, which has been 
stated in a resolution of the Fiftieth Anniversary Committee of the 
Association of Food and Drug Officials, which I quote as follows: 

(1) To further public undersanding of food and drug laws, Federal, state 
and local; 

(2) To inform the public of the benefits to both industry and consumers 
from these laws; 

(3) To give public recognition to our industries which have cooperated in 
making our foods, drugs and cosmetics the best in the world; and 

(4) Through public education, to further strengthen the effectiveness of our 
food, drug and cosmetic laws at all levels of government, to insure maintenance 
of the existing high standards in the regulated products. 

The thoughtful study of the citizens committee, the plans for the 
fiftieth anniversary and the proposed increase in FDA appropriations 
are not the only signs of a turning point in food and drug protection. 
In the Food and Drug Administration itself, | think, there is a new 
willingness and determination to find ways of doing a better job. That 
is shown by their earnest consideration of the recommendations made 


by the committee and their adoption of many of these recommenda 
tions. We will hear more of this from time to time as the program 


unfolds. 


In all these developments we can see the working of our American 
system of democracy. Sometimes it takes many years for a problem 
to become recognized and understood. But eventually when light is 
shed upon a real problem, the people—through their representatives 
find a way of solving it. I am confident that is what is happening 
in the case of our present problems of food and drug protection. 

I have urged and recommended from this platform every year for 
the first ten years of meetings of this important section of the New 
York Bar Association the continued cooperation of you—my fellow 
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lawyers—and of your principals with the food and drug officials of the 
nation—federal, state and local. I renew that recommendation again. 


Praise for Cooperative Effort 


I am more convinced than ever before, after 17 months in govern- 
ment service, that your cooperation has been effective, valuable and 
appreciated. I am also more convinced than ever through daily con- 
tacts with the food and drug people that your cooperation has been 
merited, because I have never worked with a more competent, experi- 
enced, conscientious and dedicated group of men and women in my 
life than my associates in FDA, I am very proud to be on the Eisen- 
hower team and to have the opportunity to work so closely with such 
outstanding career civil servants as George Larrick, Jack Harvey, 
Billy Goodrich and their colleagues in FDA. To paraphrase one of 
Sir Winston Churchill's classic statements, I have never seen so few 
people do so much on so little, for the consumers of this country, as 
this group of devoted public servants. 


This turning point in food and drug protection to which I have 
referred today, I hope, is the beginning of a new era in consumer pro- 
tection and advancement in these areas served by these great food, 


drug and cosmetic industries. 


Anniversary Itself Possible Only Because of Cooperation 


The accomplishments and progress to date—the fact that we have 
here in the United States the most important and best-written com 
mercial law, in my opinion, on our statute books—have been the direct 
result of cooperation between the enlightened leadership of industrial 
statesmen who direct the companies in these three industries with 
federal, state and local law enforcement officials. The fiftieth anni 
versary of the enactment of the Wiley food and drug law and all that 
it implies would never have been possible through the efforts of either 


government or industry alone. 


[ am very grateful to you lawyers and to your principals for all 
of your help, your constructive criticism, your suggestions and your 
support of FDA through the years. Personally, I want you all to know 
how much I appreciate and thank you for the interest you have shown, 
and the help you have given and offered to me during these past 
17 months in which I have been privileged to serve in the Eisenhower 


Administration. [The End] 





Legislative 
and Administrative Progress in 1955 


R. CHAIRMAN, Ladies and Gentlemen: 

It has become traditional for the Commissioner of Food and 
Drugs or, as in this case, one of his assistants to speak at the annual 
meeting of this section, giving a running chronicle of the year’s events 
in the food and drug enforcement field. 

While it is always a great personal pleasure to me to meet with 
this section, I am particularly honored at this opportunity in the year 
of the golden anniversary of our food and drug laws. Anniversaries are 
to be celebrated among friends, and it is gratifying indeed to realize 
the genuine attitude of friendliness which prevails among the enforce- 
ment officials and the practicing members of the bar who represent 
manufacturers and producers of foods, drugs and cosmetics. The plans 
that have been developed by the Association of Food and Drug Offi- 
cials in cooperation with the various committees of industry, which 
very much include that led by Mr. Dunn, are, I am sure, calculated to 
make a tremendous impression on the public generally as to the im- 
portance in their lives of all our food and drug laws and, at the same 
time, pay appropriate tribute to the fact that our unparalleled food, 
drug and cosmetic supply is what it is because of the wholehearted 
acceptance and cooperation of industry in supporting and complying 
with the spirit and letter of our salutary laws. 

In commenting upon the developments of an administrative nature 
that have taken place since the meeting last year in the aura of anni- 
versary reminiscence, I pause to speculate. I wonder if the clock were 
turned back for 50 years or thereabouts and if Dr. Harvey W. Wiley 
were reporting, how much similarity there might be between what 
he would tell you and what I have to tell you today. 

Some 50 years ago, Dr. Wiley and his associates were occupied 
with problems involving preservatives and other chemicals in food. So 
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York State Bar Association's Section on 
Food, Drug and Cosmetic Law on Januory 25 


are we today. Dr. Wiley, sometimes in those days called “Old Borax,” 
was at that time conducting his “poison squad” tests and manifesting 
concern over boric acid, formaldehyde, salicylates, and other chemicals 
in food. These same chemicals are not of much concern today, but 
there are many, many others which are presently involved in toxicity 
tests, or should be. At this time, not only do we have our poison 


squads of laboratory animals but, happily, many manufacturers 
through their own establishments, or through farming out, are also 
conducting investigations to make certain that the ingredients that are 


used are safe. 

Just as was the case in Dr. Wiley’s time, we are concerned with 
standards for basic food staples with objective measurements of iden- 
tity. We doubt if Dr. Wiley had ever heard of frozen chicken pies, 
breaded shrimp, ready-mixed cakes, or a host of other prepared foods 
with which we are concerned, but it is interesting to reflect on the 
sameness, as well as the differences, in the problems with which we 
have been concerned over a span of 50 years. 

The challenges certainly have not diminished, The field is dy- 
namic. Obviously, different tools and different approaches are re- 
quired. The law of 50 years ago has been completely revised, but that 
complete revision was accomplished about 17 years ago, and there 
is no question but that it requires some modernization at this time. 

Now I will speak of some of the facts of the past 12 months: 

The President recently delivered to the Congress his budget mes- 
sage for 1957, and provided therein for approximately a $1 million 
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increase in our operating funds. He said: “Ag part of our policy of 
strengthening enforcement of the food and drug laws I am recom- 
mending a substantial increase for the Food and Drug Administra- 
tion.” This request of the President is a reflection of the recommendations 
of the Citizens Advisory Committee on the Food and Drug Adminis- 
tration, which felt that an initial expansion at a rate of some 10 to 20 
per cent was indicated and that within a period of some five to ten 
years there should be a threefold to fourfold expansion. 

Another important recommendation of the citizens advisory com- 
mittee is designed to secure as soon as practicable suitable quarters 
for the Food and Drug Administration in Washington. It is a com- 
pelling need, since at the present time we are unable to house our 


operations in any single building and are scattered in a number of 


places. 
Pending Bills to Amend Act as Regards Food Additives 

While it is not my purpose to describe pending legislation at 
length, there are several bills which are of primary interest and which 
are involved in modernization of the law to which reference has been 
made. There have been introduced, in the Eighty-fourth Session of 
the Congress, ten bills to amend the Act for the protection of the 
public health by prohibiting new food additives which have not been 
adequately pretested to establish safe use. It is gratifying to note that 
up to a point there is a great similarity in these bills. All of them 
recognize the basic truth that the obligation of determining safety 
should lie upon the manufacturers and that data required in studying 
safety should be submitted by the manufacturer to the Secretary of 
Health, Education, and Welfare for his approval or comment. There 
are differences in grandfather clauses, in definitions and in scope, but 
basically they all agree in principle on pretesting and submitting data ; 
thereafter there is considerable departure. Some of the bills propose a 
conventional regulatory approach which permits an aggrieved peti- 
tioner to take his case to the United States Circuit Court of Appeals 
on certification of the record under the regular provision of the Admin 
istrative Procedure Act. Others propose that after a finding adverse 
to the petitioner, the petitioner may give notice and then introduce 
the questioned article into interstate commerce, with the Secretary 
having recourse by injunction to restrain. Two recently introduced 
bills, identical in character, follow somewhat the same idea except that 
should the Secretary decide adversely to the petitioner, the petitioner 
can wait 60 days and proceed to introduce the article into interstate 
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commerce and be immune other than from the sanctions presently 
existing. Application of the amendment would arise only if during the 
60 days the Secretary filed a lawsuit under the Declaratory Judgments 
Act. 

There are many other minor variations in the various proposals. 
I shall not today undertake to express an opinion on the merits and 
demerits of all these conflicting ideas. I do say in all sincerity that it 
is entirely possible to make legislation of this kind so complex as to 
be unworkable. While I have no desire to curtail the opportunities for 
legal practice that may come to any lawyer, I strongly believe that 
simplicity and directness is the keynote much to be desired in im- 
portant public-health legislation of this character. No doubt the 
hearings now scheduled before the House Interstate and Foreign 
Commerce Committee on January 31 will let some light shine upon 
these ten bills. 


Chemicals-in-Food Problem an International One 


Apropos of the chemicals-in-food question, I might report that | 
have had the honor of attending a conference on the subject held 
under the joint auspices of the World Health Organization and For- 
eign Agricultural Organization of the United Nations at Geneva, 
Switzerland, in September, 1955. The intense interest in the chemical- 
additive problem, which seems to exist throughout the member nations, 
and the clear and present problems which they discussed convincingly 
show the brotherhood of man, in that respect at least. Conferences 
of this nature are considered successful if they lay a background for 


future cooperation among nations. On that basis the Geneva confer- 


ence was a success. The member nations did agree to make available 
to each other scientific and technical information about chemical addi- 
tives in food and exchange rules and decisions on specific products. 
It is not contemplated that at any time any nation will relinquish any 
of its individual sovereignty and its right to make its own decisions 
with regard to any additive. Subsequent conferences may more clearly 
define channels for exchange of information and the result may be 
increased protection to the public health internationally and most 
certainly may serve to facilitate international trade. 

You will recall that the President vetoed a bill to recodify Title 21 
of the federal food and drug laws when it was submitted to him in 
August, 1954. His action was based upon the substantive changes 
that had been made in the law by recodification. The recodification 
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bill was resubmitted as a clean bill, and there is apparently no objec- 
tion. However, amendments have been offered to it which would 
substantially change the fundamental law, and whether this will delay 
passage cannot now be forecast. 

One amendment would authorize the use of FD&C Red No. 32 for 
coloring oranges ; this color was delisted for food use by the Secretary 
because it was found not harmless. There is also a likelihood that the 
order delisting this and two other colors may be appealed to the 
United States Circuit Court of Appeals. 


Drive Against Illegal Sales of Amphetamines 

During the year a drive was made against those who sell ampheta- 
mines to truck drivers. This undercover investigation, which involved 
a number of food and drug inspectors operating as truck drivers, 
resulted in criminal actions being filed against 43 persons; these cases 
are now being adjudicated. The defendants generally are filling station 
employees, restaurant employees, cafe waitresses, and the like with 
relatively little direct connection with renegade druggists. 

A committee of the United States Senate under Senator Daniels 
of Texas has recanvassed problems in narcotic addiction, and touched 
to a degree upon barbiturate and amphetamine misuse. The Commit- 
tee on Narcotics of the House Ways and Means Committee, under 
Chairman Hale Boggs, held hearings in Washington and in principal 
cities around the country exploring narcotic-addiction problems and, 
to a very considerable extent, barbiturate and amphetamine misuse. 
At the request of Chairman Boggs, we submitted a draft of a bill which 
in our opinion would serve to place adequate control, from the federal 
standpoint, over barbiturate and amphetamine distribution. This was 
delivered to the committee not as a departmental or Administration 
recommendation for legislation, but as a courtesy to the committee 
and as a base for development if legislation in this field is required. 
Basically, it would make possession by unauthorized persons an of- 
fense, and would remove the necessity for proof of interstate com- 
merce. It would not impose additional burdens upon legitimate 
manufacturers and would not in any sense shift the presumption of 
innocence or burden of proof. 


Regulation-Making Progress: Cooperation Under 
Miller Amendment 
In the field of regulation-making, some progress can be shown. 
The Miller Pesticide Amendment, which was signed in July, 1954, 
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has required establishment of numerous tolerances and exemptions, 
and these have been developed at a satisfactory rate. Excellent coop- 
eration has been had among pesticide manufacturers, units of the 
Department of Agriculture, and other agencies of federal and state 
government in effectuating the purposes of this amendment. 

There is a need for a step-up in the program of developing more 
and better analytical methods, and there is an area for education of 
growers and agriculturists which will increase the effectiveness of this 
legislation. Incidentally, in connection with regulations under the 
Miller Pesticide Amendment, we had experience with the utilization 
of an advisory committee of experts. The committee selected by the 
National Academy of Sciences under the procedure of the Miller 
amendment rendered valuable service for a proposed pesticide. 

You will recall the Hale Amendment, which was calculated to reduce 
the procedural burden in regulation-making on standards for foods. 
This now has been in operation for about a year and a half and has 
been of significant value in facilitating amendments in this field. We 
hope to see enacted an amendment which will extend the principles 
of the Hale bill to rule-making and to other types of food and drug 
regulations where no controversy exists. The experience which we 
are acquiring under the Hale Amendment suggests that in many 
instances the conference table is a more effective forum for reaching 
agreements than the hearing room. 


Proposal Relating to New-Drug Regulations 
On September 8, 1955, we published a proposal for consolidation 
and revision of regulations relating to new drugs. It is our purpose 
to establish needed procedures to insure effective enforcement of the 


new-drug law provisions and, at the same time, fully to define and 
protect the rights of applicants. Our proposals have received wide- 
spread comment from a committee of manufacturers, and a redraft, 
taking into account the submitted comment, is now in preparation. 

Earlier, on July 24, 1955, we celebrated the ten-thousandth effec- 
tive new-drug application. We are indeed gratified that the new-drug 
procedure has proved highly workable ; has served as a balance wheel 
and a safeguard during a period of unprecedented pharmaceutical 
development; and has contributed effectively to the development of 
many, many new and better therapeutic agents. 

I feel that it is only appropriate to pay tribute to the splendid 
cooperation that industry has given in support of the new-drug provi- 
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sions. It is my hope that something of a like nature will be provided 
for in dealing with the similar problem of chemical additives in food, 
and that equally workable provisions can be established in that field. 

Last year Commissioner Larrick told you of the reactivation of 
the wheat-sanitation program, and something about the 17-man com- 
mittee and the studies they made. This year substantial progress has 
beex. made in improving the handling and storage of wheat to prevent 
contamination by insects and rodents. As a part of the long-range 
program, we gave notice in September, 1955, of a lowering of tolerance 
for filth-contaminated wheat, to be effective in July, 1956. This date 
coincides with the beginning of the crop year, and permits adjustments 
by the grain trade with the least possible damage. 

Among the quack devices dealt with during the year is one called 
the “Atomotrone,” which resulted in a number of seizures and a perma- 
nent injunction. This device was promoted for diabetes, cancer, tuber- 
culosis, heart trouble, and 83 other diseases, and used a short-wave 
unit sunlamp shining through colored glass slides to radiate jugs of 
water. Perhaps the most interesting feature of the case was the 
allegations in the libel as to the falsity of accompanying label claims 
portraying the promoter as a licensed doctor and renowned pharmacist. 
The United States Court of Appeals for the Fourth Circuit reversed 
the trial court in a case wherein the product involved was a proprietary 
remedy for diabetes on which a patent was secured before insulin 
became known. The trial court had thought the lack of evidence from 
the government of tests on human beings precluded a verdict for the 
public. The appellate court restated the principle that evidence of 
animal tests is admissible on the issue of therapeutic efficacy for humans. 

Unfortunately, during the year our disaster forces were called into 
action a number of times. Our disaster activities are closely related 
to our contribution to national defense. Success in this project depends 
upon integration of local, state, and federal forces. We had our share 
of floods in New England, the Central Atlantic States, and on the 
West Coast. Our direct responsibilities are in proportion to the quan- 
tity of commercial foods and drugs involved in interstate commerce 
that may be damaged. In one sense, the more severe the flood the 
less work there is to do, since the goods are swept away if the holocaust 
is great enough. 

There is a relationship also between activities of this kind and the 
possibility of exposure of foods, drugs and cosmetics to atomic radia- 
tion under attack. The problem after the attack is not so much to 
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dispose of material in the direct line of fire as to deal with the question 
of contamination on the fringe of the explosion. We were able during 
the year, in cooperation with industry and other governmental agen- 
cies, to run tests on foods contaminated in an “open shot” explosion 
and we are currently studying the results of long-range nutritional 
changes and toxic effects. You may recall that similar tests on drugs 
performed the previous year showed that only two of 42 important 
drugs were significantly reduced in potency. 

We have been able during the year to hold training classes for 
collaborating officials in 29 cities to develop a consolidated approach to 
continuation of the Nation’s food and drug supply in case of attack. 
Some collaboration in this program has been had from the Dominion 
of Canada. 

In concluding, I want to point out that we are aware of the many 
products and problems which might well have received our attention 
for the good of the public but which, because of limitation of staff 
and facilities, must regrettably be postponed for a later date. We are 
greatly pleased at the realization of the needs for broadening and 
increasing protection under the food and drug laws which has developed 
in part by reason of the citizens advisory committee report and in part 
by the study given the problem by the Secretary and his immediate 
assistants. We hope that the expansion reflected in this year’s budget 
will be realized in ascending scale until that threefold or fourfold 
increase in the five- to ten-year period, as set out by the committee, 
shall have been accomplished. There is an ever-expanding demand 
for our services both by reason of the progress of industry and the 
simple biological fact of the rate of population increase [The End] 


COMMISSIONER'S STATEMENT BEFORE HOUSE SUBCOMMITTEE 
REGARDING FD&C RED NO. 32 


In a statement to a subcommittee of the House Committee on 
Interstate and Foreign Commerce on a proposed amendment of the 
Food, Drug, and Cosmetic Act (H. R. 7732), Commissioner George P 
Larrick noted a proposal that provision be made for continued use of 
coal-tar FD&C Red No. 32 solely for coloring the skin of oranges. He 
stated, in part, that “extended past use of this dye on oranges and its 
past listing as ‘harmless’, present strong equities for a temporary period 
for conducting the necessary tests or evolving a clearly nontoxic substi- 
tute when .. . there is no present evidence of injury to man from 
this particular use He announced that FDA would not object 
to legislation to permit continuation of certification of the color for 
such use for a three-year period during which necessary scientific tests 


should be made. 





By WILLIAM W. GOODRICH 


Judicial Highlights of 50 








Y ASSIGNMENT—to review here the highlights of the judicial 

decisions produced through 50 years of enforcement of our 
federal food and drug laws—is indeed an impossible one. I can no 
more than skim the surface of the surface. 


Almost 70,000 cases have been filed in the federal courts, in 
carrying these laws into effect. The reported decisions alone fill four 
volumes. A brief look at the decisions impresses one immediately 
with the magnitude of the legal struggles that produced many. of 
them, with the variable attitudes of the courts over the years and, 
most of all, with the great changes that have taken place in the food 
and drug business since 1906, 


In the beginning, the Food and Drug Administration (then the 
Bureau of Chemistry) quite naturally concerned itself with the great- 
est problems that brought the legislation into being. These were 
poisons and bacteria in foods, and flamboyancy and fraud in the 
promotion of packaged medicines. 

The first case reported under the 1906 Act involved a drug quite 
directly named “Cuforhedake.” Through the years, many cases have 
arisen with equally interesting names, such as “Lee’s Save the Baby,” 
“A Texas Wonder,” and “Mrs. Moffat’s Shoo-Fly Powders for 
Drunkenness.” In those days it was the style to label medicines openly 
as cures and specifics for disease. According to the labels, a drug was 
not ordinarily good for only one or two diseases, but for many. The 
present-day representations of drugs for use “as an aid” in the 
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Of Years’ Enforcement 


The Assistant General Counsel for Food and Drugs, United States Department 
of Health, Education, and Welfare, Addressed the Annual Meeting, Section on 
Food, Drug and Cosmetic Law of the New York State Bar Association, on Janu- 
ary 25, Commemorating the Golden Anniversary of Federal Food and Drug Law 





“temporary relief of the aches and pains” of various diseases would 
have been wholly out of place in such competition. 

The early food cases involved cocaine in beverage syrup, catsup 
prepared from tomato offal, and milk and water contaminated by 
bacteria, to mention only a few. 


It was not long before the entire program against misbranded 
drugs came a cropper at judicial hands. Mr. Justice Holmes, speaking 
for a divided Supreme Court in U. S. v. Johnson, held that Congress 
in 1906 had not intended “to throw the risk on shippers” by making 
them answerable for what the Court characterized as “mistaken 


praise.” 

Johnson could not be punished for selling his “Mild Combination 
Treatment for Cancer,” even though it was charged that he falsely 
represented the treatment to the public and that he knew the claims 
were false. The dissenters, led by Justice Hughes, vainly protested 
that the decision opened the way for sale of fake cures for a multi- 
tude of serious ills, including diphtheria, pneumonia, diabetes and 
Bright’s disease. So it did. 

President Taft very promptly called for an amendment to reverse 
Johnson. He said: 


There are none so credulous as sufferers from disease. The need is urgent 
for legislation which will prevent the raising of hopes of speedy cures of serious 
ailments by misstatement of facts as to worthless mixtures on which the sick will 
rely while their disease progresses unchecked. 
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Congress just as promptly passed the Sherley Amendment to 
prohibit false and fraudulent claims of curative and therapeutic effects 
for drugs. But though this law was upheld on constitutional grounds 
—by Justice Hughes speaking for a unanimous court—the ghost of 
Johnson walks to this day. 

Its most direct effect was to restrict enforcement for many years 
to the most blatent of frauds. The more ignorant the promoter of 
drugs the greater were his chances of avoiding the law. 


Typical Case of Protracted Litigation 

The protracted litigation against ““B. & M.,” beginning in 1919 
with a verdict for the claimant, and finally culminating in 1932 in a 
verdict for the United States, was typical of the times and of the 
problem. 

The promoter of the drug was a court stenographer; he learned 
of the treatment from a man who had obtained it from a race track 
veterinarian; he claimed to have been cured of rheumatism by the 
drug; he promoted it for tuberculosis, pneumonia, and many other 
diseases. His success sprang largely from a group of misguided 
individuals who perhaps honestly thought they, too, had been cured. 
The fraud was finally exposed only through the most comprehensive 
of FDA investigations, the marshaling of overwhelming medical sup- 
port, and the outstanding efforts of a young assistant United States 
Attorney, who today is Solicitor General of the United States. 

But B. & M. and the other fraud cases plainly established the 
woeful inadequacy of the Sherley Amendment to deal with medical 
misbrandings. Congress was again asked in 1933 to amend the law, 
this time to permit action against false and misleading therapeutic 
claims without proof of fraud. 


McAnnulty Doctrine Comes into Food and Drug Law 

The Johnson case had a great influence even on the amendatory 
legislation. The case had brought into food and drug law the doctrine 
of American School of Magnetic Healing v. McAnnulty, decided in 1902 
under the postal-fraud statutes. It held that medical truths and falsifi- 
cations were not susceptible of proof as ordinary facts; that on medi- 
cal matters every question was a matter of mere opinion and not of 
fact. Though the Eckman’s Alternative case in effect modified Johnson, 
it embraced the McAnnulty doctrine to the extent that conflicts of 
medical opinion among schools and practitioners could not be sub- 
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mitted to a jury or court trial. Where a conflict of medical opinion 
was shown, the verdict had to be against the government. 

The serious impact of this doctrine, so keenly felt throughout the 
1933-1938 legislative considerations, was not cut down until Reilly v. 
Pinkus was decided in 1949. 

Other important drug cases decided under the 1906 Act were the 
Antikamnia case, which upheld administrative regulations requiring 
fully informative labeling on chemical derivatives, and the Lehn & 
Fink case, the only reported challenge to the validity of standards 
established by the United States Pharmacopoeia and other official 
compendia. 

The most significant cases dealing with added poisonous and 
deleterious substances in foods were Coca-Cola and Lexington Mill & 
Elevator Company. 

In Coca-Cola, the government went all the way to the Supreme 
Court to establish that an ingredient of a fabricated food—caffeine 
was an “added” substance in the statutory sense. 


Lexington Mill & Elevator Case 


The Lexington Mill & Elevator case was decided by the Supreme 
Court in 1914, after five years of litigation. To forestall enforcement 
against use of nitrogen peroxide bleach for flour, the patent holder 
first sued the Secretary of Agriculture for an injunction. This failed 
when the court held the Secretary had done no wrong in issuing an 
opinion that ha would regard bleached flour as adulterated. The 
patentee then got a milling company to sue the United States Attor- 
ney to restrain enforcement. This, too, failed. But when the United 
States filed a libel against bleached flour shipped by the Lexington 
Mill & Elevator Company, the critical contest on the merits was on. 
The government won the jury trial. This verdict was reversed because 
of improper jury instructions. The Supreme Court took the case and 
upheld the reversal, but in doing so announced a strict rule against 
added poisons in food. Construing the 1906 Act, the Court said: 


In thus describing the offense Congress doubtless took into consideration 


that flour may be used in many ways .... It may be consumed .. . by 
the strong and the weak, the old and the young, the well and the sick; and 
if any flour, because of any added poisonous or other deleterious ingredient, 


may possibly injure the health of any of these, it shall come within the ban of 
the statute. [Italics supplied.] 
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That decision did much toward elimination of poisons from our 
foods, but it left the government with the burden of proving possible 
long-range effects of small amounts of poisons fed the public in food 
over a lifetime. This necessarily is difficult because we do not use 
man as a test animal. The best science can do is determine with 
reasonable accuracy the effects of poisons on laboratory animals— 
rats, dogs and monkeys—and then estimate from known harmful 
effects on animals what the risk to man will be. 


Congress Tightens Law in 1938 


The difficulty of making a sound calculation of the risk led Con- 
gress in 1938 to adopt an even stricter rule against poisons in our 
foods. It flatly prohibited any added poisonous or deleterious sub- 
stances regardless of the amounts used, except where such substances 
are necessary or cannot be avoided. Where the chemicals are unavoid- 
able in good manufacturing practice or are necessary in production, 
the Secretary is authorized to fix a safe tolerance, taking into account 
all the ways in which man may be exposed to the chemical. 


Recently, Congress modernized the law as it applies to pesticide 
poisons added in growing or producing raw agricultural commodities. 
It permitted all such chemicals certified by the Secretary of Agri- 
culture as useful, and it required the Secretary of Health, Education, 
and Welfare to establish safe tolerances for them through the oper- 
ation of a simplified administrative process. Very shortly, the House 
Committee on Interstate and Foreign Commerce will take up the 
problem of chemicals—including some poisonous chemicals—in all 
our foods. 


There were many other highly significant decisions under the 
1906 Act. Certainly worthy of mention even in a short paper are 
444 Cases of Frozen Egg Product v. U. S., which so greatly influenced 
the procedure in seizure cases, making them ordinary civil cases 
rather than admiralty cases once seizure is accomplished; the Hipolite 
case, which applied the law to ingredients shipped into a bakery for 
use in fabricated foods; the Vinegar case, which condemned truthful 
but misleading claims; the Weeks case, which applied the law to oral 
representations of a traveling salesman who sold his wares under the 
name of another food; and McDermott v. Wisconsin, which preserved 
the label on foods shipped interstate and forbade a state from requiring 
replacement of the legal labels of interstate commerce. 
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The judicial chronicle of the 1938 Act is even more crowded than 
is the full story of Dr. Wiley’s law. Twenty per cent more cases have 
been developed in the first 18 years of the new law than in the entire 
32-year life of the 1906 Act, and the reported decisions far outnumber 
the opinions under the original law. Especially noteworthy are 
Dotterweich, Mytinger & Casselberry, CCH Foop Druc Cosmetic Law 
Reports { 7156, Urbeteit and Kordel, Sullivan, and Quaker Oats in the 
Supreme Court. 

Dotterweich established, under the new Act, the rule of strict 
criminal liability on the part of all persons who share the responsibility 
of interstate distribution and sale of food and drugs. This liability is 
imposed without conscious “awareness of wrongdoing.” 

Mytinger & Casselberry held that the initiation of multiple seiz- 
ures, on findings of probable cause to believe labeling was materially 
misleading to the injury or damage of the purchaser or consumer, 
could be immediately effected without the protracted delays of hear- 
ing and review of the probable-cause determination. 

Kordel and Urbeteit finally construed the Act to mean that all 
written, printed and graphic matter intended for use in a distributional 
scheme in explaining the uses of drugs to the public is labeling, though 
it is not physically attached to the drugs and does not move interstate 
with them. 

Sullivan held that the federal law properly applied to the activities 
of a local druggist who sold a dangerous drug without obtaining a 
prescription for it. The fact that the drug once moved in interstate 
commerce—though not directly to the prosecuted druggist—-was enough 
to give federal control over the ultimate local retail sale. 

The Quaker Oats case, which has provided so much for discussion 
at these meetings, ruled that a food standard could prohibit sale of 
even a “good, wholesome” food if the food did not comply with an 
established standard of identity. 

The important court of appeals decisions are so many that men- 
tion of even one or two would improperly minimize the true signifi- 
cance of others. 


Proving Scientific Facts to Laymen 
In cases involving scientific questions, our experiences have not 
always been happy ones. We have seen courts rule that there is a 
medical cure for cancer and an oral treatment for diabetes, contrary 
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to known medical facts. Fortunately, the wholly erroneous medical 
decisions have been reversed on appeal, but they emphasize the pitfalls 
in proving scientific facts to a jury of laymen or even to a federal 
judge. Judges and juries simply are not initiated in the mysteries of 
the scientific method, and find it sometimes quite difficult to follow 
the expert witness through his explanation of the cause of disease and 
the mechanism involved in drug therapy. 

As to the future—the coming legislation on chemicals in foods 
proposes a new and wholly untried procedure for submission of com- 
plex questions of scientific judgment to a district judge for solution. 
One of the bills would give to the district judge in a declaratory- 
judgment suit the job of evaluating pharmacological data and calculat- 
ing the risk to man involved in using new chemicals—even known 
poisons—in our foods. The court would be asked for advice on whether 
the experimental studies in pharmacology have gone far enough to 
establish a “reasonable probability” that the proposed chemical can 
be used in the future without rendering the food on which it is used 
unsafe. 

Attitude of Courts as to Scientific Responsibility 

The courts themselves, through the Judicial Conference of the 
United States and testimony of the late Chief Judge Harold M. Stephens, 
have challenged the propriety of assigning such scientific responsibili- 
ties to them. 

Our law developed the administrative process at the turn of the 
century to cope with specialized problems of a high scientific or eco- 
nomic order, and so far as we can tell it has stood the test of time 
rather well. But now Congress is asked to decide whether, as a na- 
tional policy, there can be adequate protection of the public health 
through case-by-case determinations of the probable future effects of 
chemicals in foods. 

If the declaratory-judgment method is chosen, we will enter an 
entirely new phase of judicial action. Whether the courts can and will 
accept this rule-making function and whether they can devise appro- 
priate methods for reaching sound scientific judgments remain to 


[The End] 


be seen. 
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The Role of the A.O. A.C. 


IN THE PASSAGE 


OF THE FEDERAL FOOD AND DRUGS ACT OF 1906 


By WILLIAM HORWITZ 


This Is Another of the Addresses Before the Recent An- 
nual Meeting of the New York State Bar Association. The 
Writer Ils Chief, FDA's Cereal and Animal Products Branch 


M ANY OF YOU GENTLEMEN are familiar with the Association 
of Official Agricultural Chemists either from reading the ad- 
mirable accounts of our organization which have been published in the 
Foop Druc Cosmetic Law JourNAL or by reference of your scientific 
colleagues to our primary publication, Official Methods of Analysis of 
the Association of Official Agricultural Chemists. The late W. B. White, 
who had a talent most unusual among scientists and administrators- 
literary ability—has furnished you a most readable and complete ac- 
count of the history, objectives and accomplishments of the A. O. A. C.’ 
The philosophy of our organization in its self-imposed task of develop 
ing, testing and approving accurate and reproducible methods of analysis 
that are suitable for regulatory and scientific purposes was discussed 
by Mr. H. A. Lepper in his presidentia! address to our association, also 
published in the Foop Druc Cosmetic Law JourRNAL.’ 


The history of our organization reveals that it is to the legal 
profession that we can attribute, in no small part, the incentive for 
our creation. About 100 years ago, agricultural chemists demonstrated 
the importance of the three common elements, nitrogen, phosphorus 
and potassium, in increasing crop yields. Immediately, an industry was 
created to supply farmers with these plant foods. The value of fertil- 
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izers in the trade was in direct proportion to their content of these 
plant nutrients, and it therefore became economically important to 
have available methods of measuring them so that buyers and sellers 
could agree on a price. Furthermore, the user of fertilizers, the farmer, 
was interested in obtaining full value in his transactions, and to that 
end many states passed laws requiring that the analysis of the fertilizer 
be stated on the label. 


Founding of A.O. A.C. 

The science of analytical chemistry, although a century old at this 
time, had not reached the stage where it could assume the responsibili- 
ties assigned to it by the legislators. It was a frequent occurrence that 
the results reported by the buyer’s chemist did not agree with the 
results reported by the seller’s chemist, and the state chemist might 
agree with neither. An organization that would unify methods of 
analysis was demanded by both the commercial chemists and the 
official chemists. After a few preliminary meetings at which no com- 
mon ground could be found for agreement between these two groups, 
the A. O. A. C. was founded, with the full cooperation and even in- 
sistence of the commercial chemists, to act as an arbitrating authority 
in recommending accurate and reproducible methods of analysis for 
fertilizers. They agreed on the principle that, as it was the official 
chemists who had the responsibility for the enforcement of the laws, 
they also had the responsibility for the choice of methods of analysis 
for this purpose. 


You will appreciate the following description of the state of affairs 
at that time, voiced by Professor J. A. Myers of West Virginia in his 
presidential address to the association in 1889: 


The importance of securing accuracy of methods and uniformity of state- 
ment of analysis of fertilizers was really the prime element leading to the 
formulation of this organization. So much confusion has existed both in methods 
of analysis and statements, out of which grew in many cases serious litigation, 
the chemists being dragged into the courts as witnesses, abused by the attorneys 
upon one side and praised for their results by those on the other side, that it 
became necessary not only to protect the chemists themselves, but the reliability 
of their science by some system of organization and mutual understanding. 


Immediate Effect upon Agricultural Science 
The mere establishment of an organization with these objectives 
must have had a considerable effect upon the field of agricultural 
science since, at the second meeting of the A. O. A. C. the Commis- 
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sioner of Agriculture (cabinet status had not yet been attained), 
Norman J. Coleman, recommended that the association expand its 
activities to include food. He stated: 

It appears to me that it would be a proper function of this Association to fix 
standards of purity for the different kinds of foods, and establish methods for 
the detection of adulterations which could be uniformly practiced and lead 
to harmonious results . .. . I have already directed the chemist of this 
department [Dr. Wiley] to give attention to the adulteration of foods 

The Commissioner formalized this request in a letter to the asso- 
ciation read at its third meeting, in 1886, and the association that vear 
unanimously broadened the constitutional objective to include the 
securing of uniformity and accuracy in the methods, results and modes 
of statements of analyses of fertilizers, soils, cattle foods, dairy prod- 
ucts, and other materials connected with agricultural industry. 


Publication of Division of Chemistry Bulletin No. 13 
$y this action, the association entered the field of food analysis. 
But foods were not sold on the basis of their nutritive content, and 
there were very few food laws requiring enforcement. Therefore, there 
was neither the commercial incentive nor the legal incentive to investi- 


gate methods of analysis for foods as there was for fertilizers or cattle 
feeds. As a result of the Commissioner's directive, however, Dr. Wiley 


guided a substantial part of the resources of his laboratory into the 
investigation of foods. These studies, over a period of 15 years,’ 
resulted in the publication in ten parts of United States Department 
of Agriculture, Division of Chemistry, Bulletin No. 13, Food and Food 
Adulterants. 


This 1,500-page publication was a mixture of methods of analysis 
taken from many sources with critical comments on their application, 
abstracts of the literature, compilation of the results of examination 
of samples, interpretation of the results of analyses, discussion of 
methods of manufacture and adulteration, bibliographies and compila- 
tion of laws—in fact, a treatise on all phases of adulteration of foods. 





* Part First: H. W. Wiley, “‘Dairy Prod- Part Sixth: H. W. Wiley, ‘‘Sugar Mo- 
ucts’’ (1887) lasses and Sirup, Confections, Honey, and 
Part Second: Clifford Richardson, Beeswax" (1892). 

“Spices and Condiments” (1887). Part Seventh: G. L. Spencer, ‘Tea, 
Part Third: C. A. Crampton, ‘‘Fer- Coffee, and Cocoa Preparations’’ (1392) 
mented Alcoholic Beverages, Malt Liquors, Part Eighth K. P. McElroy, ‘‘Canned 

Wine, and Cider’’ (1887). Vegetables’ (1893). 

Part Fourth: H. W. Wiley, ‘“‘Lard and Part Ninth: H. W. Wiley, ‘‘Cereals and 
Lard Adulterants’’ (1889). Cereal Products” (1898) 

Part Fifth: C. A. Crampton, “Baking Part Tenth: W. D. Bigelow “Preserved 
Powders"’ (1889). Meats’ (1902). 
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It was the source book for state and municipal chemists charged with 
enforcement of statutes newly enacted during this period. The methods 
of analysis in these bulletins were presented to the A. O. A. C. in the 
customary form of reports from time to time. For example, at the 
fourth meeting, in 1887, Dr. Wiley presented the first report on foods. 
This one was on the subject of butter and butter substitutes, but the 
necessary collaborative studies in which a number of chemists analyzed 
the same samples by the same methods and compared their results 
were not completed until 1889. The methods of analysis for butter 
which were adopted by the association as a result of these studies are 
fundamentally those still used by the food chemists today. 


Slow Progress of Work on Foods 

But work on foods progressed at a considerably slower pace than 
the work on fertilizers or even on cattle foods. Dr. H. A. Huston, then 
State Chemist of Indiana and our only living charter member, com- 
mented in his presidential address of 1895: 

For, while our reports abound in researches on food for livestock, the only 
work on the. food for man is represented in the reports on dairy products and 
sugar, and as a rule comparatively few of us contribute to either of these 
branches. Even the question of hotel accommodations was referred to the 
committee on fermented and distilled liquors. 


Dr. Huston, who still attends our meetings at the age of 97 and 
contributes to the discussions, suggested the formation of a com- 


mittee to: 


. afford technical assistance and strong moral support to the municipal 
chemist struggling to do honest work, often in conflict with alleged experts, 
and also exert a restraining influence on some whose work is sometimes tainted 
with sensationalism. 

However, in view of the relatively slow progress in adoption of 
necessary methods, the association did not act upon this suggestion, 
but rather adopted a resolution proposed by A. S. Mitchell of Wis- 
consin for the formation of a committee on a national law on foods 
and dairy products. Although Dr. Wiley expressed himself in favor 
of a national pure food law, he thought it almost useless to try to 
secure legislation on the subject at that time as public sentiment did 
not demand it. The resolution passed, and Dr. Wiley was appointed 
chairman of the committee to work with H. A. Huston, J. A. Myers 
and A. S. Mitchell. The passage of this resolution marked an extreme 
shift in the association’s policy. In 1886 the association had refused 
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to make a recommendation on a national fertilizer law which would 
have required the use of a uniform form of labeling and the use of 
A. O. A. C. methods by states desiring a federal appropriation for their 
agricultural experiment stations and agricuitural colleges. 


This committee, in its first report, in 1897, recommended that the 
association endorse a national pure food law similar to the Paddock 
bill which had passed the Senate on March 9, 1892, but failed to come 
to a vote in the House. Its report was approved, and a bill with the 
desired modifications was introduced in the House by Representative 
Brosius (H. R. 5441, Fifty-fifth Congress). Again, in 1900, the associa- 
tion officially endorsed the Brosius bill (H. R. 9677, Fifty-sixth Con- 
gress) and the corresponding Senate bill (S. 2222), but these actions 
appear to be the only direct legislative approach that the association 
made during the struggle for the pure food act. 


The reason for the failure to continue to endorse the various bills 
introduced in the successive Congressional sessions is not apparent 
from the record. Possibly it was thought unnecessary, since the leaders 
of the association were also the leaders in the struggle for the Act in 
other capacities. All through this period, Dr. Wiley, the secretary of 
the A. O. A. C., was the main government and consumer advocate. 
Individual state chemists prominent in the affairs of the association 


appeared repeatedly at the numerous hearings before Congressional 


committees as representatives of their states. Members of the associa- 
tion were active in organizing larger and more influential organizations 
with greater popular appeal, which potentially had a considerably 
greater influence with Congress. Dr. William Frear of Pennsylvania, 
an A. O. A. C. president, was also chairman of the executive committee 
of the National Pure Food and Drug Congress. This group first met 
in January, 1898, with attendance by representatives appointed by five 
cabinet members, by governors of 15 states, by about 15 national trade, 
chemical and health organizations, and by a large number of state and 
local organizations, all interested in promoting a national pure food 
act along the lines of the Brosius bill. Apparently, public opinion, 
which Dr. Wiley thought had not been sufficiently aroused in 1895, 
began to make itself felt in 1898. The association sent five delegates 
and five alternates to the annual National Pure Food and Drug Con- 
gress, which met in Washington on January 18, 1899. 


Therefore, the role of the association in the passage of the 1906 
Act cannot be found in direct forms of action in the way of resolutions 
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or even in the dissemination of information. Rather, the association 
followed the suggestions of Dr. Frear, who in 1897 pointed out two 
ways in which the A. O. A. C. could aid those interested in pure-food 
legislation : 

(1) Careful selection, accurate description, and test of methods fitted for 
control examination of the various classes of adulterable food materials on the 
markets. Food control chemists today differ even more than the fertilizer 
control chemists differed when the Association was organized and both from 
the same cause—the use of different methods for the same determination. The 


prevalence of these differences among respected experts seriously impairs the 
confidence of judicial and administrative officers in the chemist’s work. 


(2) By taking steps to secure the establishment of standards of comparison 
for pure food substances, just as druggists have done for drugs. 

Action on both of these proposals was taken by the association 
at this meeting. Dr. W. D. Bigelow, of the Division of Chemistry, and 
W. S. Sweetser, of State College, Pennsylvania, delivered an extensive 
report on methods for the detection of adulteration of flour, bread, 
mustard, pepper, cayenne, ginger, cinnamon, cloves, allspice, nutmeg, 
mace, cream of tartar, baking powder, yinegar, canned foods, wine, 
beer and cider. Preservatives were treated separately. For example, 
mustard could be adulterated by the addition of starchy flours, gypsum, 
and clay to make weight; of seeds of radish, rape, simapis arvensus, 
cayenne, ginger and gamboge for an increase in weight and flavor; of 
turmeric, martius yellow, yellow ochre, and chromates for color; and 
by the removal of a portion of the valuable oil of mustard for other 
purposes, leaving the mustard deficient in this constituent. This report 
was intended to be the beginning of a general survey of the field, to 
be continued food by food. 


Appointment of Associate Referees 


It soon became apparent, however, that a single worker in this 
field could not hope to cope with all the work that had to be done, so 
that at the seventeenth meeting, in 1900, 15 assistants, designated as 
associate referees, were appointed to study methods of analysis required 
to detect adulterations on specific classes of food under the direction 
of the referee on adulteration of foods, Dr. Bigelow. This group first 
compiled the methods of analysis which they believed were applicable 
to the problem, and submitted them to a mailing list of about 250 
chemists for suggestions and criticisms. The entire group met just 
before the 1901 meeting to revise the methods in the light of the com- 
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ments received, and then submitted the revised methods to the associa- 
tion. Since the revisions submitted were merely a compilation of the 
methods which the referees believed, in the light of their experience, 
to be the best methods available for the purpose but which had not 
been subjected to collaborative study, the association did not adopt 
them as official methods, but applied the special category “provisional” 
to them. It was expected that, as the referee subjected them to col- 
laborative study, they would be revised, extended and integrated into 
the regular pattern of the association’s methods as published in the 
Bureau of Chemistry’s Bulletin No. 43. In the meantime, however, 
they were published as the Bureau of Chemistry’s Bulletin No. 65 under 
the title Provisional Methods for the Analysis of Foods Adopted by the 
Association of Official Agricultural Chemists, November 14-16, 1901. 


From this time on, there began to be a steady stream of reports 
on foods and their adulteration which continues to the present time. 
Fully half of the work of the association today is on food and, strangely 
enough, a considerable proportion of it is on the same problems which 
were studied 50 years ago—watering of milk, foreign fats in butterfat, 
adulteration of maple sirup and honey, and sophistication of olive oil 
—to mention only a few. 


Expansion of Association's Work into Drug Field 


The work of the association quietly expanded into the drug field 
in 1903 when a referee on drugs was appointed in view of the establish- 
ment in the Department of Agriculture of studies on the culture of 
medicinal plants and a laboratory for their analysis. The first report, 
the next year, by L. F. Kebler on morphine in opium showed that none 
of the methods then used for determining the purity of morphine was 
satisfactory. From then on, work on methods for drugs became an- 
other important part of the work of the association. Although their 
relationship to agricultural products became more remote, the lodging 
of the enforcement of the drug law in the same federal agency which 
enforced the food law permitted them readily to be integrated into 
the work of the association. 


This development of methods of analysis for foods and drugs was 
one of the important ways in which the A. O. A. C. participated in the 
movement for the passage of the pure food and drug law. The avail- 
ability of these methods permitted many chemists—particularly the 
state chemists—to analyze the foods that were available in commerce 
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and to show the widespread adulteration of the important foods of 
that day—spices, vinegar, beverages, coffee, sirups, extracts, baking 
powder, and confectionery. The evidence they accumulated and pre- 
sented in testimony at hearings of the committees in Congress in the 
decade prior to the enactment of the 1906 Act was impressive and 
uncontroverted. One of the few controversies on methods of analysis 
during these hearings concerned testimony with regard to the wide- 
spread distribution of benzoic acid in fruits and vegetables in quan- 
tities of from 0.01 to 0.02 per cent except in cranberries where it is 
present to the extent of about 0.05 per cent.* Dr. Wiley agreed with 
the amount of benzoic acid in cranberries, but he regretted that the 
methods of analysis for the determination in the other foods were not 
disclosed. He politely pointed out that they must have been much 
more delicate than his own, since he could not confirm the results. 
Our present knowledge of the subject indicates that it was Dr. Wiley 
who was correct. 


Interpreting Results of Analyses 


The work on methods of analysis useful to detect adulteration of 
foods naturally led into questions as to what constitutes the normal 
food. After an analysis has been performed, the results must be inter- 
preted to determine their meaning in terms of a common or legal 
understanding of the identity of the food. In some cases this is rela- 
tively easy. A finding of 5 per cent silicon dioxide together with small 
amounts of iron and aluminum in sugar simply means that there is 
5 per cent of sand in the sugar. There is no question of the correctness 
of the interpretation that the sugar is adulterated because it is common 
knowledge or, as you lawyers may put it, you may take judicial notice 
of the fact that sand has no business in sugar. But how much water 
is normal to milk or how much pepper shell is normal to ground black 
pepper is quite another matter, in view of the variation in quality and 
composition of both milk and pepper. In justice to the manufacturer, 
analyses cannot be interpreted on the basis of the best grades avail- 
able, and, in justice to the consumer, analyses cannot be interpreted on 
the basis of the lowest-quality material ever encountered. 

Where to draw the line dividing the normal from the inferior or 
adulterated was the task assigned to a committee on food standards 
established by the association in 1897. The history, functions and 





4**Pure Food’’ (Committee on Int2rstate 
and Foreign Commerce, House of Repre- 
sentatives, February 13, 1906), p. 265. 
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results of this committee have been exhaustively treated in a paper 
by H. A. Lepper, “The Evolution of Food Standards and the Role of 
the A. O. A. C.”* 


Importance of Committee's Role in 1906 Enactment 


It would be repetitious to present this material here, except to em- 
phasize that it was through the work of this committee, which in 1902 
received Congressional authorization to act as advisors to the Secre- 
tary of Agriculture, that the A. O. A. C. performed its most important 
role in the enactment of the 1906 Act. The amount of work that must 
have gone into the reports of the committee in arriving at its decisions 
can probably be appreciated only by those who have participated in 
hearings for the establishment of the corresponding standards under 
the 1938 Act. The committee held hearings at various cities in order 
to obtain trade testimony. The members drew heavily from their own 
extensive experience and that of their colleagues, and particularly upon 
the extensive investigations conducted by the Bureau of Chemistry 
under Dr. Wiley’s direction.* Their reports to the association were 
merely factual, and no inference as to their importance and influence 
in the passage of the Act can be gained from them. A hint as to the 
importance ascribed to the hearings of this committee, at least to the 
industry, may be obtained from the testimony of Edmund W. Taylor, 
a whisky distiller of Frankfort, Kentucky, who at the hearings on the 
1906 Act* produced an anonymous advertisement quoting Dr. Wiley 
to the effect that bottled-in-bond whisky is the most impure type. 
This advertisement appeared in Boston and Chicago newspapers when 
the food-standards committee met there, with the obvious inference 
that it was intended to influence their deliberations. 


The standards adopted by the committee and endorsed by the 
Secretary of Agriculture provided the guideposts which enabled the 
chemists to testify before the committees of Congress with consider- 
able assurance with regard to the extent of adulteration of the com- 
mercial foods at that time. The necessary analyses to provide this 
information were made by methods endorsed by the association. It 
was to the extent that conditions revealed by analyses or interpreted 
by standards had an influence in the passage of the 1906 Act that the 
A. O. A. C. made its contribution. [The End] 
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By JEROME TRICHTER 


THE FEDERAL FOOD, DRUG, 
AND THE NEW YORK CITY 








N CELEBRATING the fiftieth anniversary of the Federal Food 
and Drugs Act we now have the pleasurable opportunity of honor- 
ing this great social document and the men who have been part of its 
development. In doing this we best honor them by carrying their 


work further. What progress has been made in the past 50 years in 
food and drug law? Where does the course of food and drug law lie 
in the future? In an effort to answer these questions I should like to 
take this opportunity of reviewing with you the past, present and 
future of food and drug control in the City of New York. 

The major food and drug control law in the City of New York 
is contained in the sanitary code which has been enacted by the board 
of health. The sanitary code is a document of about 275 pages, con- 
taining about 300 sections and more than 1,100 regulations. The 
subjects it covers include communicable-disease control, registration 
of births and deaths, control of nuisances, child-health problems and 
similar material. More than half of this extensive document is devoted 
to the subject of food and drug control. 

It is interesting to note that many of the principles and, even, 
parts of the language of the original Federal Food and Drugs Act of 
1906 were contained in the earlier sanitary codes of the City of New 
York. The following is one such illustration : 


Section 37 of the 1875 sanitary code declares : 
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The Author, Assistant Commissioner of the Department of Health of 
New York City, Presented This Address at the Annual Meeting of the 
Section on Food, Drug and Cosmetic Law, New York State Bar Associ- 
ation, on January 25, 1956. He Pointed Out That Local Regulatory 
Programs Undoubtedly Influence the Courses of Federal Regulation 


No meat, fish, fruit, vegetables or milk or unwholesome liquid shall know- 
ingly be bought, sold, held, offered for sale, labeled or any representation made 
in respect thereof wider a false name or quality or as being what the same is 
not as respects wholesomeness, soundness or safety for food or drink. 


Under the 1906 Act, a food was deemed to be misbranded: 


If it be labeled or branded so as to deceive or mislead the purchaser 

If the package containing it or its label shall bear any statement, design, 

or device regarding the ingredients or the substances contained therein, which 
statement, design, or device shall be false or misleading in any partciular . 

Thus, we see that local regulation has an important part to play 

in the development of national laws. The New York City Board of 

Health regulated cosmetics in 1917, and much of this regulation was 

the subject matter of the cosmetic sections of the Federal Food, Drug, 

and Cosmetic Act of 1938. Since such local regulatory programs 

undoubtedly influence the course of federal regulation, it is extremely 

important that local food and drug regulation be as far advanced as is 


possible. 
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To return to the New York City Sanitary Code, there are many 
sections which have been in this code for more than 50 years. Some 
of these laws have long since outlived their usefulness. A quick look 
at a few of these outdated sections gives us an interesting picture of 
the physical and social structure of the city as it existed before 1900. 
The use of a common cigar cutter is prohibited. There are extensive 
regulations in regard to houseboats. It is a violation of the sanitary 
code for dogs to be permitted in cattle slaughterhouses except, with 
the permission of the inspector, to kill rats. Dead horses must be 
tagged before being placed in the street and are to be lighted if not 
removed before twilight. There are many sections covering the sub- 
ject of injured, diseased and dead animals. These were enacted at a 
time when the animal population of New York City was much greater 


than it is today. 


Obsolete Local Laws a Problem Throughout United States 


One may ask at this point why such useless sections are retained 
in the sanitary code. It is fair to say that the revocation of obsolete 


laws is a problem which not only confronts the New York City Board 
of Health, but probably exists in connection with every code of local 
and state law on the subject of food and drug control throughout the 


country. 

Another problem in connection with the sanitary code, in addition 
to obsolescence, is that many of the sections are written in terms of 
meaningless generalities. For example, Section 52 of the sanitary code 
proscribes “inadequate or defective strength, ventilation of buildings” 
and demands that “proper or necessary provision or precaution for the 
security of life and health be taken by builders.” 


Another very serious problem is that of seriousness and signifi- 
cance of one law or regulation as contrasted with another, No prac- 
tical system has been devised as yet for indicating the importance and 
weightiness of any particular regulation or sanitary-code section. All 
are written in the same size type, and in the case of New York City 
are, with a few exceptions, misdemeanors punishable upon conviction 
by a fine of $500 or a year in jail, or both. This results in a very 
serious problem for enforcement officials who have the responsibility 
of determining which sections and regulations should be given priority 
in enforcement. In addition, this often results in situations in which 
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the intent of the board of health in enacting the law is not carried out 
at all or is overemphasized. 


Another very serious problem in connection with the sanitary- 
code enactments is the frequent blocking of technological advances. 
A sanitary-code regulation is enacted because of a need at the particu- 
lar time, and a complex series of industrial operations grow up around 
this sanitary-code section. This often results in strong opposition to 
any simplification of the requirements. In this way advances and 
improvements in industrial operations are also blocked. 


I am glad to report to you that at the present time the New York 
City Board of Health has taken steps to rewrite the sanitary code so 
as to eliminate these defects and to develop a document which will be 
a model of municipal law in connection with food and drug control, 
as well as in relation to the other activities which the board regulates. 
The approach to the development of this new document will not be 
one of simply revising the existing sanitary code. It will consist of an 
over-all exploration of the total area of public-health problems exist- 
ing today in connection with the subject matter of the sanitary code. 
This will be done in order to establish guidelines for priorities of sub- 
ject matter and practices to be controlled. It should also result in an 
evaluation of activities which can be controlled by police law-enforce- 
ment as contrasted with education, self-supervision, etc. 


Day-to-Day Food and Drug Control 


In the development of the new document, consideration is being 
given to the important part that may be played by voluntary groups, 
industries, and many other similar nonofficial agencies which are 
ready to help and which have an important stake in food and drug 
control in the community. Current experience indicates clearly that 
the official agencies must make use of all available resources in order 
to achieve day-to-day food and drug control. The principle is being 
recognized more and more that inspection by the official agency is not 
the total instrument for the control of industrial operations. The pres- 
ent sanitary code contains a requirement that there be mandatory 
self-inspection of many kinds of establishments, as follows: 

Section 148 Regulation 36. Self-inspection by operator—The operator of 
every wholesale processing food establishment shall engage the services of or 
have in his employ a qualified person who shall be able to make sanitary and 


food inspections. Such qualified person shall make inspections of the establish- 
ment at not less than monthly intervals. His findings on these inspections shall 
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be recorded upon a form approved by the Department of Health and shall be 
kept on file at the premises for a period of twelve months. Such inspection 
reports shall be open to inspection by representatives of the Department of 
Health at all times. 

This is not a substitute for official inspection but an adjunct to 
it. It clearly places the responsibility for finding violations, as well as 
correcting them, upon the owner of the establishment who is required 
to employ a qualified person for that job. The part of the health 
department then becomes one of supervising the supervision carried 
out by the industrial operator himself. 


The sanitary code which is being developed will lend itself to 
broad utilization of all resources. This is not the case today with most 
local and state laws on this subject. It is also expected that the new 
sanitary code will be broad enough and elastic enough to permit the 
use of new technological developments as soon as it is determined 
that their use is in the best interests of the community. These develop- 
ments are often auxiliary aids to a health department or regulatory 
agency in improving food and drug control practices. Rigid regula- 
tions which ignore ingenuity and reject the advances available as a 
result of industrial technology are inconsistent with scientific prac- 
tices and should be avoided. The adoption of this principle involves the 
need for a continuing awareness and evaluation of technological de- 
velopments on the part of the lawmaking body or its representatives. 
The development of the new sanitary code and the accomplishment 
of these objectives is being carried out by a law-drafting unit of the 
Columbia University School of Law, and it is expected that much 
progress will be made in the development of the new code within the 
three years allotted for this purpose. The drafting specialists will 
work closely with health-department officials in developing the tech- 
nical material. 


After the material is in a presentable form, we are going to seek 
the advice and guidance of experts throughout the country in the 
various specialties in connection with the new code. Your help in the 
development of this document will be sincerely appreciated. This kind 
of community effort should result in-a sanitary code for the City of 
New York which will be a source of pride to all of us. It is also hoped 
that when it is completed, the New York code will be helpful, as local 
codes have been in the past, in pointing up new problems and new 
methods of control which can be utilized on the federal level for the 
entire country. [The End] 
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The Author Addressed the 1956 Meeting of the New York State Bar's 
Section on Food, Drug and Cosmetic Law. He Is a Member of the 
Law Firm of Le Forgee, Samuels & Miller, of Decatur, Illinois, 
and Is General Counsel for the A. E. Staley Manufacturing Company 


T IS A PRIVILEGE to take part in this celebration. This is an 
occasion of reminiscence—a time to reflect and evaluate our ac- 
complishments of the past 50 years. 


I use the term “our accomplishments” advisedly. We all agree 
that the 50 years of progress of the food, drug and cosmetic laws in 
this country have resulted from the combined efforts of government, 
industry and the public. Even in the beginning there was cooperation 
between these groups—not as we know it today, to be sure, but we 
should not forget that industry had a part in the enactment of the 
legislation we are recognizing by this program. 


It is true that in 1906, generally speaking, control officials were 
on one side and industry on the other. Depending upon your view- 
point, either the government was trying to put industry into a strait 
jacket or the laws and regulations were the bare minimum to protect 
the consuming public. It is only fair to say that there were extremes 
on both sides. A movement such as the one that brought forth the 
1906 food laws is not one of temperance or moderation. It is in the 
nature of a crusade, and followers quickly gather behind the banner. 


State officials followed the lead of Dr. Harvey W. Wiley and his 
contemporaries, and many states soon enacted their own laws, pat- 
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terned after the federal laws. Within one year following the passage 
of the 1906 Act, 40 states adopted similar legislation.’ In many states, 
today, legislation, enacted in 1906 as a part of this movement, regu- 
lating foods is on the statute books. Federal legislation did not pre- 
clude state control,? although where a state law was found to be in 
conflict with the federal, the state law was held void.’ If the state 
law was not in conflict, it was given broad latitude.* The state and 
federal food, drug and cosmetic laws have progressed together. 


This progress that we are celebrating has shown us that the 
1906 laws are obsolete by today’s standards. In fact, the 1906 laws 
were obsolete 18 years ago when the present Federal Food, Drug, 
and Cosmetic Act was passed. By today’s standards, the manu- 
facturing processes of 1906, and the products made by those processes, 
would be obsolete. The ethical manufacturer and the regulatory 
official have both been responsible for the tremendous strides that 
have been made in our industries. We have all come to recognize 
that protecting the consumer within the meaning of the Food, Drug, 
and Cosmetic Act is not only good government, it is good business. 


While I am not authorized to speak as a representative of the 
corn-refining industry, almost all of my experience in this field has 
related to that industry and, of course, | am most familiar with it. 
The products of corn refining have been involved in litigation from 
time to time.’ We have come from a time, early in this century, when 
corn sirup had to be called “glucose” and was considered an adulterant 
in foods to the present-day standards of identity that recognize corn 
sirup and dextrose without label declaration. We have changed from 
being antagonists to being friends and supporters. 


The controversies that we have had in the past are dead and 
buried. I say that from the viewpoint of the corn-refining industry, 
but I can also say that we in industry feel that the food-control 
officials have the same attitude. This attitude of the Food and Drug 





1W. G. Campbell, “Progress in Food ‘Royal Baking Powder Company vv. 
and Drug Control,"’ 8 Quarterly Bulletin, Emerson, 270 F. 429; Price v. Illinois, 35 
Association of Food and Drug Officials of S. Ct. 892, 238 U. S. 446 
the United States 107; Evan Wright, “‘Ac- 5Corn Products Refining Company v. 
tivity in the Promotion of Uniform Food, Eddy, cited at footnote 2; Corn Products 
Drug and Cosmetic Legislation,’’ 12 Quar- Refining Company v. Weigle, cited at foot- 
terly Bulletin, Association of Food and note 3; A. EB. Staley Manufacturing Com- 
Drug Officials of the United States 120. pany v. Secretary of Agriculture, 120 F 

2Corn Products Refining Company ov. (2d) 258; United States Cane Sugar Re- 
Eddy, 39 S. Ct. 325, 249 U. S. 427 finers’ Association v. McNutt, 138 F. (2d) 

*Corn Products Refining Company v. 116. 

Weigle, 221 F. 988; McDermott v. State of 
Wisconsin, 33 S. Ct. 431, 228 U. S. 115. 
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Administration has grown to be a general policy and one that we all 
endorse enthusiastically, I am sure. 


In 1940, when the federal Food and Drug Administration started 
holding food-standards hearings, following the passage of the present 
Act, the importance of uniform laws in all of the states became 
apparent. As most of you know, the uniform state food, drug and 
cosmetic act was drafted by our able chairman, Mr. Charles Wesley 
Dunn. At the convention of the Association of Food and Drug 
Officials of the United States, held in New Orleans in 1940, that form 
of act was approved and endorsed. Unfortunately, the anticipated 
adoption of the uniform act by all of the states did not follow. The 
corn-refining industry, among others, believed in the uniform act, and 
aided interested states in bringing about the enactment of that legis- 
lation. During the 18 years since the passage of the present Act, only 
30 states have followed it in whole or in part by enacting their own 
legislation. Much remains to be done. 


| have found—as many of you have found—that the control 
officials, both federal and state, welcome the support and cooperation 
of industry. More and more food, drug and cosmetic manufacturers 
are working with the control officials in a common cause. When the 
federal Food and Drug Administration began holding food-standards 
hearings, one of the principal concerns of industry was that a standard 


of identity would freeze the product in question at the level of develop- 
ment at the time of the hearing. The hearing machinery was technical 
and time-consuming, and it was obvious to everyone that the Food 
and Drug Administration was not going to be willing to reopen the 
case of a standard every time a new ingredient, a new formula or a 


new process was discovered. Many of us were fearful that the 
standards that were then being promulgated would be more or less 
permanent standards, and that industry initiative in research and 
product development might very well be frustrated. Our fears have 
been set at rest by the Hale Amendment.* This law, which was 
enacted with the approval of the federal Food and Drug Adminis- 
tration, has provided the procedure for amending standards without 
the long-drawn, expensive full-scale hearings. The new procedure has 
already been availed of to amend some of the existing standards of 


identity.” 





*21 USC Sec. 341(b). 
719 Federal Register 5014; 20 Federal 
Register 8076 
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We are all interested in keeping the food, drug and cosmetic 
industries from becoming static. We want our industries and the 
laws that govern them to be dynamic. We want them to keep abreast 
of scientific and economic development. 

Only a few years ago there were some members of the Associ- 
ation of Food and Drug Officials of the United States that were of 
the opinion that industry representatives should not be allowed to 
attend their meetings. Three years ago, when invited by the associa- 
tion, industry representatives who were associate members formed a 
committee to increase membership. The associate members cooperate 
with the association in its various activities, both at the time of the 
annual convention and throughout the year. 


Plans of Fiftieth-Anniversary Committee 

A very good example of this cooperation is the fiftieth-anniversary 
committee. Of the 13 members of the planning committee, six mem- 
bers are from industry, six are control officials and one is from the 
general public. I happen to be one of the industry representatives on 
that committee and treasurer of the fiftieth-anniversary fund, and 
Mr. Dunn has asked me to tell you something of our plans. First, 
I would like to read the resolutions that were adopted at a meeting 
of the committee in Washington, on July 28, 1955. 

WHEREAS, the 50th anniversary of the signing of the original Pure Food 
and Drug Act of 1906 will occur during 1956; and 

WHEREAS, this occasion provides an outstanding opportunity to inform the 
American public concerning the benefits of this law and the progress it has 
fostered; 

THEREFORE, BE IT RESOLVED, that this Anniversary Committee of 
the Association of Food and Drug Officials of the United States believes and 
recommends that commemorative observances during 1956 should recognize the 
following objectives: 

(1) To further public understanding of the food and drug laws, federal, state 
and local, that protect the American public; 

(2) To inform the public of the benefits to industry and consumers which 
result from effective enforcement of these laws; 

(3) To give recognition to the food, drug and cosmetic industries, who have 
cooperated in making the foods, drugs and cosmetics of the United States the 
best in the world; 

(4) Through public education, to strengthen the future effectiveness of food, 
drug and cosmetic laws so as to insure the maintenance of the high standards 
which consumers of our country now enjoy. 

The celebration activities were inaugurated with a luncheon in 
Washington on January 11. There were approximately 200 in attend- 
ance, including many of you. Representative Priest of Tennessee, 
Assistant Secretary of Health, Education, and Welfare Mintener and 
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Commissioner Larrick of the federal Food and Drug Administration 
were the principal speakers. Mr. L. Rohe Walter, representing the 
Postmaster General, announced at that time that the request for a 
commemorative stamp had been approved. The stamp will be issued 
about June 30, in recognition of that date as being the date of enact- 
ment of the 1906 legislation. 


This program in which we are now participating is another event 
in the series of celebrations. Another scheduled event is a luncheon 
meeting in Nashville, Tennessee, on February 2, in which Commis- 
sioner Larrick; the president of the Association of Food and Drug 
Officials of the United States, Mr. Eugene Holeman of Tennessee; 
Governor Clement of that state; and other state officials and repre- 
sentatives of industry will take part. 


The annual meeting of the Association of Food and Drug Officials 
of the United States will be held in New York City May 7 through 
May 11. One day of that meeting will be devoted to commemorative 
activities, culminating in a banquet with appropriate ceremonies. 

Another of the important events to take place during the year 
will be a full day’s program to be held in Washington on June 27 
Arrangements are being made by our chairman, Mr, Dunn, in 
cooperation with the fiftieth-anniversary committee. This dinner will 
celebrate the June 30 date of the enactment of the 1906 legislation, 
and will be a historical occasion. 


There will be other events during the year. Among them, seven 
regional associations of food and drug officials will have celebration 
luncheons and dinners. 


Many trade and professional associations are planning to devote 
a part of their annual meeting programs to the fiftieth anniversary. 
The National Canners Association held a commemorative session at 
their forty-ninth annual meeting in Atlantic City on January 20. 
The Governor of New Jersey proclaimed that week the New Jersey 
Foods and Drug Week, and commemorative addresses were given by 
Dr. Karl F. Meyer, Mr. H. N. Riley of H. J. Heinz Company, and 
Commissioner George P. Larrick. 


Individual companies who use TV and radio time are planning 
to give recognition to the fiftieth anniversary. 


The committee has prepared a food-industry kit of information and 
action ideas designed for adaptation by trade organizations and indi- 
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vidual firms. Basic information material and suggestions for drug, 
chemical and cosmetic industries are being made available. 

Question-and-answer informational material in popularized form 
for use by consumer groups, indicative of the significance of the 
legislation and industrial progress, has been prepared. 

A golden-anniversary seal has been prepared for display use by any 
interested persons or firms. A postage-meter slogan has been pre- 
pared, and arrangements have been made for its use. 

The committee is sponsoring arrangements for President Eisen- 
hower to issue a proclamation marking the week of June 24 to June 
30 as National Food and Drug Laws Golden Anniversary Week. 
We are also arranging for gubernatorial proclamations in the various 
states, designating state weeks. A directory of federal and state food 
and drug officials, with biographical data and summaries, is being 
compiled. 

I would suggest that anyone interested in any of these activities 
might get in touch with the Fiftieth-Anniversary Information Center 
at Suite 505, 1145 Nineteenth Street, N. W., Washington, D. C., which 
is the Washington office of Dudley, Anderson & Yutzy. This public- 
relations agency has been retained on a public-service, nonprofit basis, 
to serve in an advisory and co-ordinating capacity relative to public- 
relations activities. 


We hope that other bar associations will follow the lead of the 
New York State Bar Association, and include celebration activities 
on their programs, 


Recognition for Those Who Have Made Significant Contributions 
In closing, I want to voice one personal opinion. I appreciate 
the fine work Dr. Wiley did, and I am happy to join with you in 
acknowledging the debt we owe him. We should also give recog- 
nition to others who have made significent contributions. We have 
the finest and purest foods, drugs and cosmetics in the world because 
of the contributions made by many people. l realize that in a pro- 
gram such as this we cannot give recognition tu every individual who 
has made a significant contribution, but I do want to mention a few 
people who, I think, should have their names mentioned along with 
Dr. Wiley’s, without any attempt to evaluate their respective contri- 
butions. 
There are the men who have followed Ur. Wiley in administering 
the federal laws: Car] L. Alsberg, Walte: G. Campbell, Paul B. Dun- 
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bar, Charles W. Crawford and the present Commissioner, George P. 
Larrick. ; 

We should remember Senators Mason of Ilinois, Heyburn of 
Idaho, Faulkner of West Virginia, and McCumber and Hansborough 
of North Dakota; and Representatives Edwards of Ohio, Wright and 
Brosius of Pennsylvania, Mann of Illinois, Beale and Lee of Virginia, 
Hatch of Missouri, and Hepburn of Iowa, all of whom sponsored the 
legislation in the pioneering period. We should give credit to Senator 
Copeland and Representative Chapman, who sponsored in Congress 
the present Act. Consumer organizations, such as the women’s groups 
throughout the country, played an important part in rallying public 
opinion in support. Incidentally, such organizations as the General 
Federation of Women’s Clubs are actively participating in the fiftieth- 


anniversary celebrations. 


Members of Industry Who Have Been Leaders 


Let us not forget the members of industry who have been leaders 
in this great march of progress. Mr. Bradshaw Mintener is certainly 
one of those, although he is now with the federal government. Frank- 
lin M. Depew is another lawyer representative of the many lawyers 
whose work and names: will be remembered. Dr. Anton J. Carlson, 
Dr. Karl R. Meyer and Mr. Ole Salthe are representatives of the 
public who have made important contributions. There are others | 
would like to name if I had the time, but no list would be complete 
without the name of Charles Wesley Dunn. 

These fiftieth-anniversary celebrations should contribute to future 
progress in our food and drug laws. These events should further 
public understanding and support of the laws and of the part both 
industry and control officials play. They should encourage state and 
national legislation that will strengthen the enforcement program both 
through proper uniform laws and by adequate appropriations. These 
celebrations will be worth while if, as a result, there comes to those 
in government, industry and the public a greater realization that the 
goal is a common one, that the problems are mutual and that their 
solutions require our united efforts. 

While the past is important historically, only the present and the 
future offer opportunity. As we give recognition to the past during 
this year of celebration, let us evaluate the progress we have made 
and apply our experience to the future. Let the milestones of the past 
be the guideposts of the future. [The End] 





From Alchemy 








to Antibiotics 


ie the Webster’s New International Dictionary (Second Edition), 
“alchemy” is defined as: 

The medieval chemical science and speculative philosophy, whose great 
objects were the transmutation of the base metals into gold and the discovery 
of the universal cure for diseases and means of indefinitely prolonging life . . 

Alchemy is thus referred to as an obsolete medieval practice. 
However, if one interprets the definition in a somewhat liberal way, 
it is apparent that alchemy of a sort has persisted and flourished up 
into modern times. 

The list of substances and preparations which have been promoted 
and marketed from the dawn of history as drugs for the treatment 
of disease is such an exceedingly long one that it staggers the imagina- 
tion. Down through the ages the sale of worthless remedies as cures 
for illness must be regarded as quite similar to the idea of transmuting 
base metals into gold. As a matter of fact, it would appear to have 
been a much simpler and easier method of obtaining gold. 


There is no doubt but that the practice of an alchemy of this 
nature was the rule rather than the exception at the beginning of this 
present century. Individuals with little or no knowledge of chemistry, 
pharmacology and medicine often concocted alleged remedies for dis- 
ease from chemicals and plants which had no proven therapeutic value. 
Not infrequently, these remedies were of a secret nature in that the 
labeling did not provide adequate information with respect to their 
composition. 

A half-century ago there were relatively few drugs which had 
any real value. Of all the vast number of remedies which were being 
proposed for the treatment of disease at that time, morphine, digitalis 
and the salicylates were among the few which had demonstrated use- 
fulness and survived the test of time. The physician often had little 
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The Writer, Director of the Division of Councils of Therapy and 
Research, American Medical Association, Presented This Address 
Before the New York State Bar Association Meeting on January 25 


difficulty in diagnosing a disease condition, but he was quite handi- 
capped by the lack of specific measures for treatment. Usually, he 
could do little more than prescribe medication for relief of troublesome 
symptoms and, thus, merely attempt to mitigate suffering. In this 
regard, anodynes or pain-relieving drugs played a very important role 
even though they had no effect on the underlying disease condition. 
Nevertheless, ‘ 
other serious disease conditions were being promoted quite widely for 


‘cures” for pneumonia, tuberculosis, diabetes and many 


self-medication. 


It is not at all surprising that the medical profession in general 
took an extremely dim view of this situation. The practice of medicine 
was rapidly becoming a science as well as an art, and many physicians 
refused to prescribe remedies of unproven value or secret composition. 
Resolutions were introduced at meetings of the American Medical 
Association during the latter part of the last century condemning the 
nostrum and secret-remedy evils. Eventually, the reaction of the 
medical ptofession as a whole spearheaded the drive toward a wide- 
spread demand for a reliable and authoritative source of information 
on the alleged virtues of remedies for disease, as well as legislative 
measures to prevent the marketing of impotent, impure, and improperly 
labeled drugs. The great progress which has occurred in the past 50 
years has not resulted from the efforts of any one group or organiza- 
tion alone, however. The government officials who have administered 
the food and drug laws, and the drug industry and the medical pro- 
fession can all claim a share of the credit in working toward the attain 
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ment of what is essentially a common objective One can only highlight 
in a brief fashion the contributions these groups have made, and 
are continuing to make, in the interest of the health of the general 


public. 


AMA's Council on Pharmacy and Chemistry Created 

In 1905, the Council on Pharmacy and Chemistry of the American 
Medical Association was created in response to a demand from the 
medical profession for reliable reports on the actions, uses, dosage, 
hazards, and other pertinent factors concerning drugs. Clinicians and 
pharmacologists of outstanding reputation for scientific honesty and 
integrity were pleased to serve as members of the council without 
receiving any remuneration whatsoever. They had no ax to grind 
other than to publish their well-considered scientific opinions on avail- 
able drugs in The Journal of the American Medical Association for the 
information of the profession as a whole and in the public interest. 
It is not at all surprising that most of the council reports on drugs 
during the early part of its existence were of a condemnatory nature. 
The nostrum and quackery evil was certainly a fertile field for attack 
at that time. Over the years, however, the council has tended to shift 
the emphasis of its efforts by endeavoring to do more in the way of 
encouraging the practice of rational therapeutics. This was a natural 
outgrowth of the reforms brought about by necessary drug legislation 
and the progress made by the drug industry itself. We are now living 
in an age of what may properly be termed “a revolution in drug therapy.” 

The rate at which new drugs are being developed and marketed 
is increasing constantly. Often, these new agents are extremely valu- 
able additions to our therapeutic armamentarium ; however, many of 
them are also capable of doing more harm than good if prescribed or 
administered in an indiscriminate fashion without full appreciation 
of their possible harmful effects or observance of necessary precaution- 


ary measures. A calculated risk is involved in the use of drugs that 
have pharmacological effects of any real significance. Therapeutic 


agents that have a relatively narrow margin of safety or a high index 


of serious side effects should not necessarily be condemned and dis- 
carded completely. The proper use of such drugs often will save life 
or provide beneficial effects not obtainable with any other means of 
therapy. The physician has the serious responsibility of weighing the 
possible harmful effects of a drug against the apparent need for it in 
the individual patient. Obviously, an appreciation of the valid indica- 
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tions for use, as well as the known properties of any new drug, is 
necessary in order to serve the best interests of the patient. 

Many pharmaceutical firms recognize their responsibility to the 
medical profession and endeavor to provide such information in brochures 
and other literature as is necessary for relatively safe and proper usage 
of their new drugs. Promotional literature, however, that contains 
unwarranted indications for use and that minimizes or neglects the 
mention of contraindications, possible serious side effects, and neces- 
sary precautionary measures does not encourage the practice of ra- 
tional therapeutics. 

There is an increasing demand from the medical profession in 
general for concise and timely reports that contain an authoritative, 
unbiased evaluation of new therapeutic agents. The former acceptance 
program of the council served a useful purpose in this regard for many 
years; however, in this present era of rapid new developments in 
therapeutics, the work involved in processing for acceptance many 
different brands of a drug became cumbersome and time-consuming 


to the extent that physicians could no longer be provided with the 
type of service they desired. Consequently, termination of the seal- 


acceptance program early in 1955 became necessary in order that the 
council could embark on an expanded program of operation that would 


be of much more interest and value to the profession, 


Evaluation of Drugs Under New Program 

Under the new program, drugs are being evaluated at the earliest 
possible opportunity in order to serve the best interests of the pro- 
fession. As a rule, the greatest interest in a new drug occurs at about 
the time it is introduced on the market for general use. This is also 
the time when there is the most need for an unbiased report containing 
information that will aid physicians in the judicious or proper use of 
such medication. Evidence relating to a new use or significant change 
in the status of a drug is also being evaluated and reported on as the 
occasion demands. It is obvious that the Council on Pharmacy and 
Chemistry of the American Medical Association has contributed much 
toward the progress in rational therapeutics which has been made in 
the past half-century. 

In 1906, the first federal food and drug law came into being. It 
was a rather weak piece of legislation in comparison with the presently 
existing law, but it did serve to accomplish much in the way of needed 
reform. It is interesting to note that Dr. Harvey W. Wiley, a charter 
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member of the Council on Pharmacy and Chemistry of the American 
Medical Association, was responsible in a large measure for the enact- 
ment of this first federal law governing the marketing of drugs in the 
United States. He carried out what may quite aptly be termed “a cru- 
sade in the public interest.” 


Deficiencies in 1906 Act Soon Apparent 

The 1906 Food and Drugs Act was soon seen to have serious 
deficiencies., The difficulties involved in attempting to prove fraudulent 
intent in marketing drugs were all too apparent. Not infrequently, the 
government was unable to shoulder the burden of proof in attacking 
worthless remedies on the market. However, the Sherley Amendment 
and the 1938 Federal Food, Drug, and Cosmetic Act put new teeth 
into the law. As a result, the consumer was given added protection, 
and the physician was in a much better position to prescribe worth- 
while remedies for his patients. The government officials who have 
administered the drug laws deserve a full share of credit for the 
progress which has been made. They have dedicated their lives to the 
fair and impartial enforcement of these laws and have been in a large 
part responsible for improvements in drug legislation. 

The drug manufacturer has also been far from idle in the progress 
which has been made. As a matter of fact, he has played a leading 
role. Most pharmaceutical manufacturers recognized soon after the 
turn of this century that the promotion and sale of worthless remedies 
was not conducive to the ultimate best interests of their industry. 
Research and development of new and worth-while therapeutic agents 
on the part of the drug industry soon came into being. At the present 
time many millions of dollars are being invested in the investigation 
of potentially effective remedies for the treatment of a multitude of 
disease conditions. Well-trained chemists, pharmacologists and physi- 
cians are being employed to work as a, team in the development of 
better weapons to combat illness. The ethical drug manufacturer 
of today is justly proud of the role which he plays in the production 
and marketing of valuable and useful remedies. 


Just 25 years ago there was no effective means of treating pneumonia 
and many other infectious diseases. The patient recovered or died, 
depending in large measure simply on the response of the natural 
defenses of his body. Then came*the sulfonamide drugs which provided 
means of curing many infections. The relatively recent discovery of 
penicillin heralded the era of what has been popularly termed “‘miracle- 
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drug therapy.” The millionaire of a quarter-century ago could not buy 
the means to save the life of a son afflicted with endocarditis or meningitis. 


There are some individuals today who have the impression that 
antibiotics and many other new drugs are quite expensive. However, 
when one considers the fact that these agents not infrequently can 
mean the difference between life and death, their cost is quite neg- 
ligible. Oftentimes they have obviated a prolonged and quite costly 


hospitalization. 

The individual who complains about the imperfections or inade- 
quacies of modern-day drugs is well advised to reflect on the situation 
which existed only a relatively short time ago. The alchemists’ dream 
of a universal cure for all disease has not been realized, but tremendous 
strides have been made in a relatively short period of time and the 
future of drug therapy holds great promise. [The End] 


Speakers at the afternoon session of the January 25 meeting of the New York 
State Bar Association’s Section on Food, Drug and Cosmetic Law included, from 
left to right: William J. Condon; Patricia Hatry (representing A. M. Gilbert); 
James F. Hoge; Charles Wesley Dunn; R. T. Stormont, M. D.; H. Templeton 
Brown; Philip F. Sherman; H. Thomas Austern; and S. L. Mayham. 











Half a Century of Cooperation 


The Commissioner of Food and Drugs—Addressing the Forty-Ninth Annual 
Convention, National Canners Association, at Atlantic City, New Jersey, 
January 20—Cited the Long-Standing Habit of Close Cooperation Between 
the Food and Drug Administration and the Members of That Association 


HIS YEAR we are celebrating the fiftieth anniversary of the 

passage of the first national food law, the Federal Food and Drugs 
Act of 1906. Next year, your own National Canners Association will 
be celebrating its golden anniversary. It is no coincidence that these 
two events fall so closely together, for it was the passage of the pure- 
food law that led to the immediate formation of the National Canners 
Association, an organization established by the canners of America 
to assist them to discharge the responsibilities that had been placed 
upon them by the new law. This was the first nation-wide organiza- 
tion of the canning industry, formed by the union of the canners’ 
organizations of the Pacific Coast, the Midwest, and the eastern part 
of the country. It was formed in recognition of the fact that the prob- 
lems and interests of canners supplying food for the Nation had 
become country-wide. 

From their beginnings, your association and those responsible 
for the administration of the Food and Drugs Act have worked closely 
together in solving both administrative and technical problems. Re- 
peatedly, through the years, we have been confronted with the same 
problems and, though our approach of necessity has frequently been 
from different viewpoints, we have both recognized that before any 
reasonable solution could be reached it was necessary to find out what 
the underlying facts were. It is in our search for facts that the two 
organizations have most often and most profitably worked together. 
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It was only a short time after the passage of the pure-food law 
and the organization of the canning industry that the first occasion 
arose which underlined the need for basic factual information. Perhaps 
there are a few present today who remember how concerned both 
canners and food officials became because of the publication in The 
Lancet, in early 1910, of a report by Dr. Otto Hehner, a British analyst. 
Dr. Hehner had analyzed a number of samples of canned tomatoes pur- 
chased on the English market and had found rather astonishing quan- 
tities of soluble tin salts in the contents. He expressed emphatically 
his conviction that tin in these amounts was harmful to health. 


Although Dr. Hehner’s results seemed incredibly high, there was 


no comprehensive information available on the amount of tin that 


might be expected in properly prepared canned foods. Likewise, 
although there had been no direct evidence that tin might be harmful 
to health, no systematic toxicological studies had ever been made to 
establish its harmlessness. The need for more information on both 
of these points was immediately apparent. To meet this need the 
canning industry supplied hundreds of samples of all kinds of canned 
food, and these samples were examined by the Bureau of Chemistry, 
which also began studies on the toxicology of tin salts. This was the 
beginning of a series of investigations that ultimately established that 
the amount of tin normally to be found in commercially prepared 
canned foods is without physiological significance. 
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This incident, we are informed, also led o the establishment in 
1913 of the research laboratory of the National Canners Association. 
Here, again, the close relationship between ou~ two organizations may 
be suggested by the fact that Dr. W. D. Bigelow, Assistant Chief of 
the Bureau of Chemistry, was invited to be the director of the newly 
established research laboratory. He brought with him several top- 
flight professional men from the Bureau, and over the years he came 
back and got others, some of whom are present here today. On the 
other hand, we were successful in getting from the association Dr. 
L. D. Elliott, whom many of you knew as the Chief of our Interstate 
Division, and later as Associate Commissioner until his retirement. 


How Habit of Cooperation Has Benefited All Concerned 
With the laboratory under Dr. Bigelow’s direction, the habit of 
close cooperation with the Bureau of Chemistry, and later with the 
Food and Drug Administration, became firmly established and has 
continued until the present day. We could cite many incidents through 
the years where the work of the research laboratory—sometimes alone, 
at other times with the active cooperation of the Food and Drug 


Administration—has resulted in obtaining and developing technical 
facts of benefit to the industry, to the government and to consumers 
alike. I will mention only a few to illustrate the point. 

At the time the research laboratory of the association was estab- 
lished, the preservation of food by the canning process was still 
attended by a great deal of uncertainty. Although it was known that 
the growth of microorganisms in the can was responsible for the large 
amount of food spoilage that often occurred, no reliable means had 
been established to insure that the heat process given any batch of 
canned goods was sufficient to sterilize. At that time, the effect that 
heat penetration, the pH of the food, and other factors had in influ- 
encing the effectiveness of the heat process had not been learned. This 
forced the canners to accept grave risks of heavy financial loss, of 
civil damage suits from allegedly injured consumers and of possible 
legal actions under the Food and Drugs Act. At the same time, it 
placed a heavy burden of responsibility on us to keep such under- 
processed foods out of the channels of trade. 

We, as well as the canning industry and the general public, are 
indebted to the work that Dr. Bigelow and his associates did in carry- 
ing out the fundamental research on heat penetration and thermal 
death times, and generally in developing definite and reliable process- 
ing times and temperatures for all the different kinds of canned foods. 
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This knowledge was especially helpful when the outbreaks of botulism 
from canned olives occurred. Without such knowledge, the canning 
of olives would have stopped and all canned foods would have suffered. 
With it, processes could be recommended that would insure sterility 
in canned olives or any other food. This was a very important advance, 
and allowed the industry to pack and sell its products with confidence. 
Without it, it would have been impossible for canned foods to acquire 
the widespread use and popularity that they enjoy today. 


When minimum standards of quality for canned foods were being 
established in the middle 1930's, the canning industry, acting through 
the association, cooperated wholeheartedly with us in developing infor- 
mation upon which to base such standards. Plants were open to us 
in which to prepare experimental packs of all kinds. Commercial 
samples that would illustrate some point under consideration were 
made available. Canners gave freely of their technical knowledge and 
skill in helping develop reasonable and worth-while standards. Often, 
as when we were developing quality standards for canned peas and 
again in seeking fill-of-container standards for canned fruits, teams 
of technical people from the two laboratories worked together prepar- 
ing extensive series of investigational samples. These were then 
divided and examined independently in the two laboratories, with each 
making its results available to the other for comparison and interpreta- 
tion. When agreement was reached as to what the facts were, it was 
usually not difficult to make interpretations and to draw conclusions 
that were acceptable both to the industry and to the government. 


Recent Illustration of Cooperative Effort 

A recent illustration of the cooperation that has existed over the 
years is the current study of the effects of exposing food to atomic 
explosions. With the atomic bomb now one of the facts of life, it is 
important to know whether foods that have been within the range 
of a nuclear explosion are changed in any way that would cause them 
to be unsuitable or undesirable for consumption. The only way this 
could be learned was by direct experimentation. Accordingly, as most 
of you know, a series of tests was carried out last spring at the 
Nevada Proving Grounds of the Atomic Energy Commission. These 
tests were conducted under the direction of Dr. Laug of the Food and 
Drug Administration, with the close cooperation of the food industry. 
The canning industry supplied hundreds of samples representing all 
types of food packed in all kinds of containers. Technical men from the 
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industry and from the National Canners Association worked with 
Dr. Laug for many weeks in planning and carrying out the test. The 
results are still being studied, and we are sure that when they are 
completed we will have acquired knowledge valuable to the industry, 
to law-enforcement officials, and to civil defense as well. 


In mentioning our joint activities in the technical field, I would 
not overlook the atmosphere of harmony that has generally prevailed 
between the FDA and the canning industry in administrative matters. 
The keynote of this relationship was sounded as far back as 1906 when 
the Western Packers of Canned Goods met with the Atlantic State 
Packers and the two associations jointly passed a resolution endorsing 
pure food and drug legislation. After the Food and Drugs Act of 1906 
was passed, we continued to enjoy the support of the majority of the 
canning industry as we developed our policies and enforced the pro- 
visions of the law. In fact, I am told that Dr. Harvey W. Wiley, the 
father of the 1906 Act, was chosen as the first guest speaker to address 
the newly formed National Canners Association meeting in Buffalo. 
I am sure it was not his well-known power of persuasion alone that 
led to the passage of the first official resolution of the association—a 
resolution urging Congress to pass an appropriation to finance enforce- 
ment of the new law. 


McNary-Mapes Amendment 

This first Act contained no authority for establishing legal stand- 
ards for foods. By the late 1920's it had become apparent that the 
interests of the consuming public and of the canning industry would both 
be better served if such standards could be promulgated. The canning 
industry brought this need to the attention of the Congress and suc- 
cessfully advocated the enactment of the McNary-Mapes Amendment 
to the Food and Drugs Act. This anicndment, as many of you will 
recall, authorized the Secretary to establish minimum standards of 
quality or condition, and minimum standards of fill-of-container for 
canned foods. I have already mentioned the valuable assistance in the 
technical field that the canning industry gave when these standards 
were being established. We should like also to acknowledge the sup- 
port that we received from the leaders in the industry in the form of 
ideas, suggestions and advice, and the influence they exerted to make 
the newly developed standards understood and accepted by the rank 
and file of the industry. The staffs of your Washington office, your 
three laboratories and your general counsel have beer very helpful 
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and cooperative. We and the public we both serve profit from this 
relationship. 

A major milestone in this 50 years of cooperation is the better 
salmon control plan. Representatives of the salmon industry had from 
time to time voiced dissatisfaction with our operations which involved 
sampling shipments at destinations throughout the country, The 
industry proposed that examinations of canned salmon be conducted 
in Seattle and other Puget Sound points where the bulk of the pack 
was stored. 

The plan as put into effect in 1937 provided that the packers 
would provide our Seattle office with complete lists of their season’s 
pack and code marks. As the salmon was received for storage in the 
warehouses, the laboratory of the National Canners Association, acting 
for the packers, would sample and examine each code. When bad 
material was found, the association’s laboratory would notify the 
packer, as well as our Seattle District office. The packer would then 
have the bad cans sorted out and destroyed. This plan is still in effect. 
It has worked well and, we believe, has been very definitely in the 
interests of the consuming public. 


Canners on Side of Progressive Legislation 
In the years immediately preceding the passage of the present 
Act, when the need for improved legislation was being debated in 
Congress, the canning industry again exerted its influence in favor of 
new and progressive legislation. The standards-making authority was 
enlarged and extended, and many of the provisions of the Act that are 
of most importance to the consuming public had the support and en- 


dorsement of your industry. 

More recently, after years of experience had shown that there 
was room for improvement in the method of promulgating the stand- 
ards provided for in the 1938 Act, the canning industry lent vigorous 
support to proposals for improving procedures by which standards 
could be more expeditiously developed. In 1954, Congress passed the 
Hale Amendment to the Food, Drug, and Cosmetic Act, incorporating 
changes designed to bring about this improvement. The canning 
industry was the first to take advantage of the new provisions, and a 
number of changes in standards have since been made, with a minimum 
of red tape. 

Record Illustrates Democracy at Work 

We have cited a few instances to show how closely your industry 

and the Food and Drug Administration have worked together during 
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half a century to assure the American housewife that she can buy 
canned food with confidence of receiving a product of recognized 
quality, in a properly filled container, with adequate labeling to supply 
her with the information she is entitled to have. This is a record of 
which both you and we can well be proud. It constitutes an encourag- 
ing an:i inspiring illustration of democracy at work, showing as it does 
how a great and diversified industry has been willing and able to work 
through the years with a regulatory agency, always with the purpose 
in mind of improving its products and the service that it offers the 
consuming public. We are confident that future years will see a con- 
tinuation of close cooperation between the canning industry, its associ- 
ation, and the Food and Drug Administration. Fifty years has proved 
that you, in the production of food, and we, in the administration of the 
Act, jointly seek to give real meaning to the purpose of the statute: 
“to promote honesty and fair dealing in the interest of consumers.” 


[The End] 


¢ FDA REPORT FOR DECEMBER * 


Federal court cases brought in December on charges of Federal 
Food, Drug, and Cosmetic Act violations included 96 seizures, 31 
criminal prosecutions and two injunctions, the Food and Drug Admin- 
istration reported on January 31, 1956. 


Among 78 food seizures was a consignment of dietetic candies 
charged as violating FDA’s low-sodium dietary-food regulation, which 
became effective September 29, 1954. The candies were labeled “no 
salt added” and “no sugar added.” The Administration noted that these 
label statements could seriously mislead consumers, since the products 
have a substantial sodium content and are high in calories. While this 
type of labeling for low-sodium foods was common prior to the issuance 
of the 1954 regulations, it is now rarely encountered. 


Low-sodium diets are widely prescribed for persons suffering from 
high blood pressure and certain types of heart, liver and kidney diseases. 
Under the regulations such foods must be labeled with the number of 
milligrams of sodium per 100 grams of the food and per average serving. 


Commissioner of Food and Drugs George P. Larrick said that the 
regulations have been highly successful in their purpose of enabling 
consumers of these dietary foods to accurately control their sodium 
intake. He stated that major credit for this success should go to dietary- 
food manufacturers for their wholehearted efforts to comply with the 
regulations. 

Five seizures were made of imitation vanilla and chocolate flavors 
containing coumarin, which has not been permitted in foods since 
scientific studies revealed that it is a potentially injurious substance. 
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Leaders 
IN FOOD, DRUG AND COSMETIC LAW 


Shelbey T. Grey was appointed 
Chief of the Food and Drug Administration's Divi- 
sion of Program Planning in December, 1954. That 
division is the principal unit of the Administration 
dealing with the development of plans, programs 
and methods, and the determination of needed 
facilities. It is responsible for compiling, analyzing 
and evaluating information concerning the food, 
drug and cosmetic industries, and also the extent 
of violations and their significance in relation to 
public health and well-being. Long-range plans for 
the distribution of manpower among FDA's 16 dis- 
tricts are developed in this division, and programs 
and project work plans to guide and control their 
activities are prepared. Results of such work are 
evaluated as a guide to the preparation of future 
plans. The Division of Program Planning works 
closely with the Commissioner of Food and Drugs. 
Before becoming Chief of the division, Mr. Grey 
served as district chief at Chicago. He joined FDA 
at New Orleans in 1934. 
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Leaders 
IN FOOD, DRUG AND COSMETIC LAW 


Albert H. Holland, Jr., M. D., has held 
the position of medical director of the Food and 
Drug Administration since March of 1954. Head- 
ing the Division of Medicine, he is responsible 
for advising FDA on all medical questions involved 
in enforcement of the Federal Food, Drug, and Cos- 
metic Act. His division also assists in the develop- 
ment of medical evidence in court cases involving 
adulterated and misbranded products, and admin- 
isters the new-drug provisions of the Act, which re- 
quire adequate scientific testing to establish the 
safety of all new drugs before they are placed on 
the market. 

Dr. Holland came to FDA from the Armour Labora- 
tories in Chicago, where he had been medical 
director since January, 1951. Before joining Ar- 
mour, he was director of the office of research and 
medicine at the Oak Ridge, Tennessee operations of 
the Atomic Energy Commission. Prior to taking that 
post, he had been medical adviser to the Manhattan 
Engineering District project at Oak Ridge. 
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